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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[4]1
101-0001/59/M/A2 26JUL2011 20FEB2012 7+ Voluntary 20FEB2012
Withdrawal

101-0005/77/M/W2 08AUG2011 17APR2013 3 17APR2013 20.6 17APR2013
101-0006/62/M/W2 12AUG2011 17APR2012 3 17APR2012 8.3 17APR2012
101-0007/77/M/A1 16AUG2011 11MAY2013 3 11MAY2013 21.2 16MAY2013
101-0008/83/M/BL 22AUG2011 11AUG2012 3 11AUG2012 11.9 11AUG2012
101-0009/82/M/A1 14SEP2011 05SEP2012 3 05SEP2012 11.9 05SEP2012
101-0011/75/F/W2 14N0OV2011 03JAN2012 3 16DEC2011 1.1 03JAN2012
101-0012/68/M/W2 29N0V2011 20AUG2012 3 02AUG2012 8.3 20AUG2012
101-0013/66/F/A5 10JAN2012 17JUL2014 3 14JUL2014 30.6 17JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[4]1
101-0016/61/M/A4 10JAN2012 41 .8+ Follow-up 16JUN2015
visit
101-0018/51/M/A1 21FEB2012 31MAR2012 3 31MAR2012 1.3 12FEB2013
101-0019/68/M/W2 28FEB2012 14MAY2013 5 20MAR2014 25.1 20MAR2014
101-0021/74/M/W2 20MAR2012 10JUN2013 3 10JUN2013 14.9 17JUL2013
101-0022/55/M/BL 20MAR2012 04JUN2012 3 31MAY2012 2.4 04JUN2012
101-0023/70/M/W2 30MAR2012 18DEC2012 5 18DEC2012 8.8 18DEC2012
101-0024/35/F/A4 01MAY2012 07NOV2013 3 O5N0V2013 18.5 07NOV2013
101-0025/57/F/W2 20APR2012 03AUG2012 3 03AUG2012 3.5 03AUG2012
101-0026/82/M/W2 15MAY2012 17MAY2013 3 16MAY2013 12.2 17MAY2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
101-0028/60/M/W2 15JUN2012 02APR2013 3 02APR2013 9.7 25APR2013
101-0029/70/M/A1 18JUN2012 02AUG2013 3 02AUG2013 13.7 02AUG2013
101-0030/51/M/W2 05JUL2012 27N0OV2012 3 20DEC2012 5.6 20DEC2012
101-0032/84/M/W2 01AUG2012 12SEP2013 5 06JUL2013 11.3 12SEP2013
101-0033/66/F/W2 03AUG2012 35.2+ Follow-up 25JUN2015
visit
101-0036/68/M/A4 230CT2012 O5FEB2013 3 05FEB2013 3.5 O5FEB2013
101-0037/57/M/A1 07DEC2012 06APR2015 28.4+ Lost to 01DEC2014
Follow-up
101-0038/56/M/W2 O5FEB2013 01FEB2014 3 01FEB2014 12.1 01FEB2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

101-0039/77/F/W2 05APR2013 27 .1+ Follow-up 26JUN2015

visit
101-0040/60/M/W2 27JUN2013 04N0OV2013 3 03N0OV2013 4.3 04N0V2013
101-0041/54/M/W2 30JUL2013 25N0V2014 3 24N0V2014 16.1 25N0V2014
101-0042/64/M/W2 05AUG2013 120CT2014 3 120CT2014 14.5 120CT2014
101-0044/78/M/W2 170CT2013 240CT2014 5 240CT2014 12.4 240CT2014
101-0045/74/F/W2 210CT2013 03JUN2014 5 26APR2014 6.3 03JUN2014
101-0046/70/M/0TH 220CT2013 04JUN2014 3 28MAR2014 5.3 04JUN2014
101-0047/52/M/W2 220CT2013 11MAR2015 3 26FEB2015 16.4 01DEC2014
101-0048/66/F/W2 220CT2013 20.4+ Follow-up 25JUN2015

visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects

alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[4]1
101-0049/71/M/A8 280CT2013 20.2+ Follow-up 24JUN2015

visit

101-0050/59/M/W2 290CT2013 15JAN2014 3 15JAN2014 2.6
102-0001/53/M/BL 25APR2012 07SEP2012 3 09NOV2012 6.6 07SEP2012
102-0003/63/M/BL 12SEP2012 07JAN2013 3 25JAN2013 4.5 07FEB2013

102-0008/64/M/BL 08JAN2014 05FEB2014 5 10FEB2014 1.1
102-0009/58/M/W2 290CT2014 19FEB2015 3 04FEB2015 3.3 19FEB2015
103-0001/56/M/W2 11MAY2012 230CT2012 3 230CT2012 5.5 230CT2012
103-0003/66/M/W2 15FEB2013 260CT2013 3 260CT2013 8.5 260CT2013
103-0004/40/F/A1 17APR2014 01SEP2014 3 01SEP2014 4.6 01SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
104-0003/56/F/W2 19JUL2012 290CT2012 190CT2012 3.1 290CT2012
104-0004/74/M/W2 230CT2012 12JUN2013 24MAY2013 7.1 12JUN2013
104-0008/55/M/P1 03SEP2013 140CT2014 11SEP2014 12.5 140CT2014
104-0010/71/F/A8 08JAN2014 17.1+ Follow-up 03JUN2015
visit
104-0012/78/F/A2 020CT2014 25MAR2015 25MAR2015 5.8+ Deaths after 25MAR2015
the date of
the 487th
event
106-0001/742/F/W2 28FEB2012 02JUL2012 050CT2012 7.4
107-0002/71/M/W2 23AUG2012 23DEC2013 23DEC2013 16.3 23DEC2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
107-0003/73/M/BL 22FEB2013 07MAY2013 3 07MAY2013 2.5
107-0004/63/M/W2 01MAR2013 28.4+ Follow-up 29JUN2015
visit
107-0006/60/M/W2 14MAY2013 07APR2014 3 04APR2014 10.9 07APR2014
108-0001/60/F/W2 20MAR2012 19JUN2012 3 19JUN2012 3.1 19JUN2012
108-0002/78/M/BL 31MAY2012 03APR2013 3 03APR2013 10.3 03APR2013
108-0004/61/M/W2 18APR2013 07JUL2014 3 22JUL2014 15.4 04AUG2014
108-0005/68/M/W2 08MAY2013 190CT2013 99: Basilar artery 190CT2013 5.5 190CT2013
pseudoaneurysm
108-0008/77/M/W2 090CT2014 8+ Follow-up 04JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction:

23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
109-0003/68/M/W2 03MAY2013 08AUG2013 3 09AUG2013 3.3 17SEP2013
109-0004/57/M/W2 19JUL2013 14MAR2014 3 22FEB2014 7.3 14MAR2014
109-0006/62/M/P1 22AUG2013 16SEP2014 3 25AUG2014 12.3 16SEP2014
109-0007/55/M/W2 O05DEC2013 16SEP2014 3 10AUG2014 8.3 16SEP2014
109-0008/70/F/W2 22MAY2014 12.7+ Follow-up 05JUN2015
visit
109-0009/57/M/W2 09JUL2014 10JUN2015 3 25MAY2015 10.7+ Deaths after 10JUN2015
the date of
the 487th
event
109-0010/65/M/W2 09JUL2014 11.5+ Follow-up 18JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects

alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
109-0011/64/M/A4 24SEP2014 8.7+ Follow-up 12JUN2015
visit
109-0013/64/F/W2 05NOV2014 12MAY2015 3 10MAY2015 6.2+ Deaths after
the date of
the 487th
event
110-0003/63/M/0TH 09JUL2012 07DEC2013 01DEC2013 17.0 07DEC2013
110-0004/53/M/A4 250CT2012 03DEC2013 23N0V2013 13.2 03DEC2013
110-0005/77/M/W2 15MAR2013 27 .3+ Follow-up 11JUN2015
visit
110-0007/62/M/A4 17MAY2013 26FEB2014 26FEB2014 07MAR2014
110-0008/63/F/BL 09JUL2013 03MAR2014 10FEB2014 8 03MAR2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
110-0011/77/M/A1 22JAN2015 4.6+ Follow-up 09JUN2015
visit
111-0001/37/M/A4 12JUL2012 08JUL2014 06JUL2014 24.2 08JUL2014
111-0004/64/M/W2 23MAY2013 180CT2013 29AUG2013 3.3 210CT2013
111-0006/59/M/W2 030CT2013 12MAY2014 12MAY2014 7.4
111-0007/55/M/W2 06FEB2014 16.4+ Follow-up 12JUN2015
visit
112-0006/58/M/W2 26MAR2013 29AUG2013 3 29AUG2013 5.2 07AUG2013
112-0009/50/M/A8 19JUN2013 O6DEC2013 3 12DEC2013 5.9 01NOV2013
112-0011/56/M/A4 10JAN2014 23JUN2014 3 28JUN2014 5.7 06JUN2014
112-0012/71/M/W2 23MAY2014 07FEB2015 3 07FEB2015 8.7 02FEB2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
112-0013/28/F/W2 23MAY2014 29AUG2014 3 290CT2014 5.3
112-0014/79/M/A8 06JUN2014 240CT2014 3 240CT2014 4.7 130CT2014
112-0015/66/M/A8 240CT2014 02JAN2015 3 02JAN2015 2.4
113-0001/61/M/W2 24AUG2012 18N0OV2013 5 20JAN2014 17.2 26AUG2013
113-0002/64/F/W2 120CT2012 22APR2014 3 11APR2014 18.2 22APR2014
113-0005/58/M/W2 22JAN2014 20MAR2014 3 05APR2014 2.5 30APR2014
113-0008/78/M/A8 13FEB2014 16.3+ Follow-up 16JUN2015
visit
113-0010/59/M/W2 28APR2014 04JUN2014 3 22JUN2014 1.9 07JUL2014
113-0013/56/M/W2 04NOV2014 7.3+ Follow-up 10JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLARIS2009-001 ADI-PEG 20

Page 12 of 82

Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

113-0016/72/M/A8 03FEB2015 4.5+ Follow-up 17JUN2015

visit
114-0003/59/M/W2 29N0V2012 070CT2013 3 070CT2013 10.4 16SEP2013
114-0005/73/M/W2 O05DEC2013 09APR2015 16.4+ Voluntary 09APR2015

Withdrawal

114-0007/60/F/W2 18NOV2014 8.2+ Ongoing
115-0001/59/F/A4 27N0OV2012 30.6+ Follow-up 02JUN2015

visit
115-0002/45/F/W2 27N0OV2012 19FEB2013 18FEB2013 19FEB2013
115-0003/63/M/W2 17JAN2013 20AUG2013 17AUG2013 20AUG2013

115-0008/51/M/A8 19JUN2013 22JUL2013 17JUL2013 -

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLARIS2009-001 ADI-PEG 20
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
115-0009/85/M/W2 12DEC2013 03SEP2014 01SEP2014 8.8 03SEP2014
115-0011/56/M/W2 05JUN2014 01DEC2014 27N0OV2014 5.9 01DEC2014
115-0014/72/M/W2 10FEB2015 11MAY2015 10MAY2015 3+ Deaths after 11MAY2015
the date of
the 487th
event
116-0002/67/F/W2 18MAR2013 14DEC2013 3 14DEC2013 9.1
116-0003/67/M/BL 28MAR2013 29VMAY2013 3 29MAY2013 2.1
117-0001/69/M/W2 02APR2013 12N0OV2014 5 08NOV2014 19.5 12N0OV2014
118-0001/67/F/A8 09AUG2013 29N0OV2014 3 29N0OV2014 15.9 17NOV2014
119-0001/80/M/A8 21JAN2014 14FEB2014 5 AUG2014 0.8 29AUG2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLARIS2009-001 ADI-PEG 20

Page 14 of 82

Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
121-0001/62/M/W2 14FEB2014 02DEC2014 9.7+ Voluntary 02DEC2014
Withdrawal

121-0004/64/F/W2 02JAN2015 15APR2015 3 06MAR2015 2.1 15APR2015
201-0001/68/F/W2 25JAN2012 080CT2012 99: Cardiac arrest 24SEP2012 8.1 080CT2012
201-0005/73/M/W2 19JUL2012 21JAN2013 99: Cardiac arrest 14JAN2013 6.0 21JAN2013
201-0008/79/M/W2 16MAY2013 210CT2013 3 150CT2013 5.1 210CT2013
201-0011/73/M/W2 04JUL2013 23.9+ Follow-up 19JUN2015

visit
201-0012/79/M/W2 24JUL2013 23.2+ Follow-up 19JUN2015

visit
201-0013/67/F/W2 24JUL2013 20MAY2014 99: Cardiac arrest 19MAY2014 10.0 20MAY2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLARIS2009-001 ADI-PEG 20
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
201-0016/72/M/W2 14N0OV2013 19MAY2015 99: 30APR2015 17.8+ Deaths after 19MAY2015
Cardiocirculatory the date of
arrest the 487th

event
201-0017/82/M/W2 28N0V2013 26MAR2015 99: Cardiac arrest 05MAR2015 15.4 26MAR2015
201-0018/78/F/W2 0O6DEC2013 27JAN2014 99: Acute renal 21JAN2014 1.6 27JAN2014

failure

201-0019/68/M/W2 19DEC2013 18.3+ Follow-up 19JUN2015

visit
201-0020/67/M/W2 23JAN2014 17.2+ Follow-up 22JUN2015

visit
201-0021/54/M/W2 13FEB2014 02JUL2014  99: Block of diuresis  10JUN2014 3.9 02JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
201-0024/74/NM/W2 29JAN2015 13APR2015 99: Respiratory 11APR2015 2.4+ Deaths after
failure the date of
the 487th
event
201-0025/75/M/W2 29JAN2015 4.7+ Follow-up 19JUN2015
visit
203-0001/61/F/W2 06MAR2012 30APR2012 3 06JUN2012 3.1
203-0002/72/M/W2 06MAR2012 19APR2012 3 19APR2012 1.5
203-0005/53/M/W2 05APR2012 23DEC2014 3 26JUN2013 14.9 03JUL2013
203-0013/68/M/W2 30DEC2013 30APR2014 3 17MAR2014 2.6 30APR2014
203-0015/85/M/W2 30JAN2014 19SEP2014 3 01JUN2014 4.1 19SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Overall Survival

Page 17 of 82

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[41
203-0017/58/M/W2 03MAR2014 29AUG2014 3 29AUG2014 6.0 29AUG2014
203-0018/58/F/W2 04APR2014 22SEP2014 3 243UL2014 3.7 22SEP2014
205-0001/77/M/W2 24FEB2012 26N0V2014 3 06NOV2014 32.9 26N0V2014

205-0004/77/F/W2 20MAR2012 24JUN2012 3 24JUN2012 3.2
205-0008/76/M/W2 27APR2012 30JUL2012 3 30JUL2012 3.2 01AUG2012

205-0012/73/F/W2 06DEC2012 08JAN2013 2 08JAN2013 1.1
205-0015/71/M/W2 19JUN2013 11SEP2014 5 22JUN2014 12.3 11SEP2014

205-0016/70/M/W2 25JUN2013 25.3+ Ongoing

205-0017/71/M/W2 08AUG2013 18AUG2014 3 18AUG2014 12.5 18AUG2014
205-0020/82/M/W2 110CT2013 24JUN2015 18MAY2014 7.3 24JUN2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG 20

Treatment Group: ADI-PEG 20

Listing 16.2.6.1a
Overall Survival
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
205-0022/67/M/W2 05N0OV2013 28N0V2013 2 22N0V2013 0.6 28N0V2013
205-0024/80/M/W2 03DEC2013 20AUG2014 99: Bleeding in 16AUG2014 8.6 20AUG2014
hypertensive
gastropathy
205-0025/63/F/W2 29N0V2013 21MAR2014  99: Pleural effusion 21MAR2014 3.8 11MAR2014
207-0001/81/F/W2 19MAR2012 21DEC2012 3 230CT2012 7.3 21DEC2012
207-0005/74/M/W2 12JUN2012 04JUL2012 0.8+ Voluntary
Withdrawal
207-0006/73/M/W2 18JUN2012 19SEP2012 030CT2012 14N0OV2012
207-0008/66/M/W2 09JUL2012 13AUG2012 28AUG2012
207-0011/78/M/W2 21JAN2013 26FEB2013 06MAR2013 - 26FEB2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group Page 19 of 82
POLARIS2009-001 ADI-PEG 20

Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
207-0015/77/M/W2 13AUG2013 160CT2014 3 020CT2014 13.9 160CT2014
207-0020/77/M/W2 18JUN2014 29SEP2014 3 17SEP2014 3.1
207-0021/74/NM/W2 19JUN2014 10APR2015 3 30MAR2015 9.5+ Deaths after 10APR2015
the date of
the 487th
event
207-0022/74/M/W2 10JUL2014 11.7+ Follow-up 25JUN2015
visit
208-0001/59/M/W2 20SEP2012 34 .5+ Ongoing
208-0002/82/F/W2 20SEP2012 08MAR2013 3 08MAR2013 5.7 05MAR2013
208-0006/69/F/W2 28AUG2013 30AUG2014 3 20JUL2014 10.9 30AUG2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
208-0007/53/M/W2 07JUL2014 11.1+ Follow-up 04JUN2015
visit
209-0001/66/M/W2 15N0V2012 18APR2013 3 04MAY2013 5.7 18APR2013
209-0004/74/M/W2 09APR2013 150CT2013 3 260CT2013 6.7 150CT2013
209-0008/66/M/W2 11JUL2013 250CT2013 3 01NOV2013 3.8
209-0012/63/M/W2 03DEC2013 06AUG2014 3 04AUG2014 8.2 06AUG2014
209-0013/52/M/W2 23DEC2013 18.1+ Follow-up 17JUN2015
visit
210-0001/67/M/W2 30AUG2013 07MAY2014 3 30APR2014 8.1 07MAY2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
210-0002/80/M/W2 090CT2013 27MAY2015 3 20MAY2015 19.6+ Deaths after 15MAY2015
the date of
the 487th
event
210-0007/73/M/W2 07JUL2014 12.7+ Ongoing
210-0009/49/F/W2 10NOV2014 7.4+ Follow-up 18JUN2015
visit
210-0011/73/M/W2 17N0OV2014 06MAR2015 3 04MAR2015 3.6 06MAR2015
210-0012/47/F/W2 16DEC2014 6.2+ Follow-up 18JUN2015
visit
210-0014/71/F/W2 26JAN2015 4.8+ Follow-up 18JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[41

251-0001/55/F/W2 24JUL2012 06DEC2012 3 26DEC2012 5.2
252-0002/76/M/W2 28AUG2012 17DEC2012 3 26MAY2013 9.1 17DEC2012
252-0003/68/M/W2 28DEC2012 22AUG2013 3 24AUG2013 8.0 22AUG2013

252-0007/77/M/W2 25FEB2014 04APR2014 3 03MAY2014 2.3

252-0011/81/M/BL 24N0V2014 8+ Ongoing

253-0002/63/M/W2 09MAR2012 08JUN2012 3 09AUG2012 5.1
253-0010/76/M/W2 07JUN2013 06MAY2014 3 30MAY2014 11.9 06MAY2014
254-0001/69/M/W2 17MAY2012 04DEC2012 3 04DEC2012 6.7 05DEC2012
257-0001/47/M/A4 04APR2012 10SEP2012 3 10SEP2012 5.3 14AUG2012
257-0002/56/M/W2 18APR2012 22DEC2012 3 22DEC2012 8.3 22DEC2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
257-0007/80/M/W2 21FEB2013 20JAN2014 20JAN2014 11.1
257-0008/80/F/W2 26MAR2013 06JUN2014 06JUN2014 14.6 04MAR2014
257-0010/42/M/BL 23MAY2013 24+ Follow-up 13MAY2015
visit
257-0012/76/M/W2 13MAY2013 25JUN2013 99: 1A._Sepsis, 25JUN2013 1.5
1B.HCC, 2.ALD.
death certificate
indicates all to be
applicable.
257-0015/69/F/BL 14APR2014 25MAY2014 3 25MAY2014 1.4

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
257-0017/74/M/A8 02MAY2014 10JUL2015 3 10JUL2015 14 _5+ Deaths after 29JUN2015
the date of
the 487th
event
257-0018/53/M/A6 28APR2014 31MAY2014 3 31MAY2014 1.1
257-0022/60/M/W2 01DEC2014 29MAY2015 3 29MAY2015 6+ Deaths after 19MAY2015
the date of
the 487th
event
257-0024/75/M/W2 22DEC2014 31MAR2015 3 31MAR2015 3.3+ Deaths after
the date of
the 487th
event

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
257-0025/69/M/BL 22DEC2014 30APR2015 3 30APR2015 4.3+ Deaths after
the date of
the 487th
event
257-0026/65/M/W2 19JAN2015 5.4+ Follow-up 30JUN2015
visit
257-0027/52/M/A6 19JAN2015 02MAR2015 99: Spontaneous 02MAR2015 1.4
intracerebral
haemorrhage into
metastatic brain
tumour
258-0005/64/M/0TH 09AUG2013 02MAY2014 3 16MAY2014 9.4 02MAY2014
258-0007/74/M/W2 090CT2013 14N0OV2013 3 23N0V2013 1.5

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
258-0008/70/M/W2 18N0V2013 03MAR2014 3 26MAR2014 4.3 03MAR2014
258-0009/64/M/W2 19MAY2014 16MAR2015 3 30APR2015 11.6+ Deaths after 16MAR2015
the date of
the 487th
event
258-0010/53/M/W2 02JUN2014 12.2+ Follow-up 03JUN2015
visit
258-0012/66/F/W2 15JUL2014 18MAR2015 3 09APR2015 9+ Deaths after 15APR2015
the date of
the 487th
event
258-0015/65/M/W2 02DEC2014 6.9+ Follow-up 26JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[4]1
259-0001/68/F/W2 03JUN2013 24 9+ Follow-up 18JUN2015
visit
259-0002/54/F/W2 09SEP2013 06JUL2014 3 06JUL2014 10.0 30JUN2014
260-0003/81/M/A7 O5N0V2014 8.7+ Ongoing
301-0005/61/M/A2 24MAY2012 14DEC2012 3 24N0V2012 6.2 14DEC2012
301-0007/55/F/A2 04JAN2013 28MAR2013 2 26MAR2013 2.7
301-0009/55/M/A2 11JAN2013 11MAY2013 3 01MAY2013 3.7 11MAY2013
302-0002/32/F/A2 07NOV2011 15DEC2011 3 15DEC2011 1.3
302-0004/57/M/A2 10JAN2012 21MAR2012 3 21MAR2012 2.4
302-0007/76/M/A2 14FEB2012 25MAR2013 3 23MAR2013 13.5 25MAR2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Page 28 of 82

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[4]1
302-0008/37/M/A2 28FEB2012 07SEP2012 3 07SEP2012 6.4 07SEP2012
302-0010/45/M/A2 17APR2012 08DEC2012 3 0O8DEC2012 7.9 08DEC2012
302-0011/52/M/A2 24APR2012 06JUN2012 3 06JUN2012 1.5 06JUN2012
302-0015/60/M/A2 16APR2013 10MAR2014 3 10MAR2014 11.0 10MAR2014
302-0016/60/M/A2 16APR2013 28JAN2014 3 28JAN2014 9.6 28JAN2014
302-0019/52/M/A2 14MAY2013 20MAY2014 3 20MAY2014 12.4 28MAY2014

302-0022/65/M/A2 09JUL2013 050CT2013 3 050CT2013 3.0
302-0023/68/M/A2 10SEP2013 07SEP2014 3 07SEP2014 12.1 07SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
302-0024/66/F/A2 24SEP2013 09APR2015 3 09APR2015 18.8+ Deaths after 09APR2015
the date of
the 487th
event
302-0025/40/M/A2 220CT2013 06JUL2014 3 06JUL2014 8.6 06JUL2014
302-0026/49/M/A2 12NOV2013 19.5+ Follow-up 18JUN2015
visit
303-0001/50/M/A2 03FEB2012 18FEB2013 3 18FEB2013 12.7 18FEB2013
303-0003/47/M/A2 28N0V2012 25APR2013 3 20APR2013 4.8 25APR2013
303-0004/18/M/A2 10DEC2012 14MAY2013 3 10MAY2013 5.1 14MAY2013
303-0006/64/M/A2 10APR2013 25JUL2013 3 25JUL2013 3.6 25JUL2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[41

303-0007/50/M/A2 24JUL2013 250CT2013 3 250CT2013 3.1
304-0001/54/M/A2 05NOV2012 04MAR2013 3 08FEB2013 3.2 04MAR2013

304-0005/58/M/A2 05JUN2013 05JUL2013 3 05JUL2013 1.0
305-0002/57/M/A2 14FEB2012 23DEC2013 3 23DEC2013 22.6 23DEC2013
305-0003/50/M/A2 15FEB2012 07AUG2013 3 07AUG2013 18.0 07AUG2013
305-0005/48/M/7A2 21FEB2012 30JUN2015 3 09MAY2012 2.6 30JUN2015
305-0006/65/M/A2 08MAR2012 220CT2012 1 220CT2012 7.6 220CT2012
305-0009/45/F/A2 11APR2012 01AUG2014 3 15JUL2014 27.5 01AUG2014
305-0010/64/F/A2 18APR2012 16SEP2013 3 30AUG2013 16.7 16SEP2013
305-0011/68/M/A2 27APR2012 14DEC2012 3 26N0V2012 7.1 14DEC2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[4]1
305-0012/62/F/A2 04MAY2012 38.4+ Follow-up 29JUN2015
visit
305-0014/61/F/A2 10JUL2012 09MAR2013 3 09MAR2013 8.1 09MAR2013
305-0019/35/M/A2 11SEP2012 16N0V2012 2 13N0V2012 2.1 16N0OV2012
305-0023/54/M/A2 02JAN2013 24SEP2013 3 03SEP2013 8.2 24SEP2013
305-0025/77/F/A2 22JAN2013 02AUG2013 3 02AUG2013 6.4 05AUG2013
305-0026/45/M/A2 26FEB2013 20DEC2013 2 20DEC2013 9.9 20DEC2013
305-0028/73/F/A2 15MAR2013 16JUN2013 3 16JUN2013 3.1
305-0030/61/M/A2 02APR2013 26JUN2014 5 26JUN2014 15.0 26JUN2014
305-0031/29/M/A2 02APR2013 13MAY2013 3 13MAY2013 1.4

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
305-0034/53/M/A2 03JUL2013 24AUG2013 3 24AUG2013 1.8
305-0036/38/M/A2 05SEP2013 22MAY2014 8.7+ Lost to 22MAY2014
Follow-up
305-0037/50/M/A2 240CT2013 30JUL2014 24JUN2014 8.1 30JUL2014
305-0039/36/M/A2 28N0V2013 26DEC2013 26DEC2013 1.0
305-0040/61/M/A2 15N0V2013 27JUN2014 26JUN2014 7.5 27JUN2014
305-0043/70/M/A2 01JUL2014 11.7+ Follow-up 17JUN2015
visit
305-0044/67/M/A2 08JUL2014 11.7+ Follow-up 22JUN2015
visit
305-0045/65/M/A2 170CT2014 O5DEC2014 3 05DEC2014 1.7 O5DEC2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
305-0047/58/M/A2 25DEC2014 28JAN2015 3 28JAN2015 1.2
305-0048/55/M/7A2 24FEB2015 5+ Ongoing
306-0001/56/M/A2 17FEB2012 18NOV2013 3 04NOV2013 20.9 18NOV2013
306-0002/73/M/A2 14FEB2012 10SEP2012 99: Left occipital 21AUG2012 6.3 10SEP2012
lobar hemorrhagewith
intraventricular
hemorrhage
306-0005/69/F/A2 24FEB2012 31JUL2012 3 29JUL2012 5.2 31JUL2012
306-0006/43/M/A2 20MAR2012 14MAY2012 3 14MAY2012 1.9 09JUN2015
306-0007/56/M/7A2 05MAR2012 29N0OV2012 3 28N0OV2012 9.0 29N0OV2012
306-0008/40/M/A2 12MAR2012 22JUN2012 3 12JUN2012 3.1 22JUN2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
306-0011/47/M/A2 15MAR2012 02JUN2012 3 02JUN2012 2.7
306-0012/61/M/A2 02APR2012 11DEC2012 3 22N0V2012 7.8 11DEC2012
306-0014/47/M/A2 19APR2012 20JUN2012 3 20JUN2012 2.1
306-0017/49/M/A2 12JUL2012 22N0V2012 3 16N0V2012 4.3 22N0V2012
306-0019/78/M/A2 22AUG2012 04DEC2012 3 04DEC2012 3.5 04DEC2012
306-0020/63/M/A2 040CT2012 10JUN2013 3 07JUN2013 8.2 10JUN2013
306-0023/68/M/A2 27N0OV2012 24JUL2013 3 28JUN2013 7.1 24JUL2013
306-0026/58/M/A2 04FEB2013 28_5+ Follow-up 09JUN2015
visit
306-0027/67/M/A2 19FEB2013 28+ Follow-up 09JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[41
306-0030/63/M/A2 23APR2013 06AUG2013 3 18JUL2013 2.9 06AUG2013
306-0031/40/M/A2 15MAY2013 27MAY2014 3 17MAY2014 12.3 27MAY2014

306-0034/65/M/A2 01JUL2013 09AUG2013 3 09AUG2013 1.3
306-0035/48/M/A2 08JUL2013 16DEC2013 3 01DEC2013 4.9 16DEC2013
306-0036/73/M/A2 09JUL2013 30N0V2013 3 25N0V2013 4.7 30N0V2013
306-0038/66/M/A2 21AUG2013 20MAY2014 3 04MAY2014 8.6 20MAY2014
306-0039/62/M/A2 20AUG2013 31DEC2013 3 15DEC2013 3.9 31DEC2013
306-0040/44/F/A2 24SEP2013 143UL2014 3 09JUL2014 9.6 14JUL2014

306-0041/62/M/A2 290CT2013 13MAR2014 3 12MAR2014 4.5
306-0043/56/M/7A2 19MAY2014 300CT2014 3 070CT2014 4.7 300CT2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG 20

Treatment Group: ADI-PEG 20

Listing 16.2.6.1a
Overall Survival
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

307-0002/61/M/A2 03NOV2011 16APR2012 3 16APR2012 5.5 17APR2012
307-0003/68/M/A2 10NOV2011 01MAR2013 3 09FEB2013 15.3 01MAR2013
307-0004/60/M/A2 10NOV2011 19MAR2012 3 18MAR2012 4.3 19MAR2012
307-0008/58/M/A2 20DEC2011 020CT2012 3 010CT2012 9.6 020CT2012
307-0011/75/M/A2 07FEB2012 02APR2012 99: Sepsis 02APR2012 1.9 02APR2012
307-0014/61/M/A2 16FEB2012 04JUN2013 3 21MAY2013 15.4 04JUN2013
307-0018/70/M/A2 14JUN2012 14JAN2015 3 14JAN2015 31.5 14JAN2015
307-0020/68/F/A2 16AUG2012 12JUN2015 3 23MAR2013 7.3 11JUN2015
307-0022/60/M/A2 27N0OV2012 13MAY2013 3 18APR2013 4.8 13MAY2013
307-0025/68/M/A2 18DEC2012 25SEP2013 3 25SEP2013 9.4 25SEP2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Treatment Group: ADI-PEG 20

Listing 16.2.6.1a
Overall Survival
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
307-0026/65/M/A2 27DEC2012 18DEC2013 3 09DEC2013 11.6 18DEC2013
307-0030/53/M/A2 06MAR2013 31MAY2013 3 31MAY2013 2.9
307-0031/60/M/A2 15MAR2013 19DEC2013 3 19DEC2013 9.3
307-0032/74/F/A2 11APR2013 13MAY2013 3 11MAY2013 1.0
307-0037/61/M/A2 030CT2013 02MAY2014 3 19APR2014 6.6 02MAY2014
307-0039/51/M/A2 05NOV2013 12JUN2015 3 160CT2014 11.5 12JUN2015
307-0040/65/M/A2 27MAY2014 05AUG2014 3 04AUG2014 2.3 05AUG2014
307-0043/54/M/7A2 25JUN2014 01NOV2014 99: Hepatic failure 01NOV2014 4.3
307-0044/53/M/A2 27JUN2014 18JUN2015 3 11SEP2014 2.6 18JUN2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Treatment Group: ADI-PEG 20

Listing 16.2.6.1a
Overall Survival
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
307-0045/48/M/A2 07JUL2014 10.3+ Follow-up 12MAY2015
visit
307-0046/46/M/A2 17JUL2014 13MAR2015 3 13MAR2015 8.0 13MAR2015
308-0003/54/M/A2 29JAN2013 10DEC2013 3 10DEC2013 10.5 10DEC2013
308-0005/69/F/A2 30APR2013 10SEP2013 3 10SEP2013 4.5 10SEP2013
309-0001/46/M/A2 12JUN2012 16APR2013 3 04APR2013 9.9 16APR2013
309-0002/56/M/A2 13JUN2012 16N0OV2012 3 270CT2012 4.6 16N0V2012
309-0003/52/F/A2 20JUN2012 26FEB2013 3 29JAN2013 7.5 26FEB2013
309-0004/55/M/A2 25JUN2012 19JUL2012 3 19JUL2012 0.8 19JUL2012
309-0008/38/M/A2 21FEB2013 03JAN2014 3 31DEC2013 10.5 03JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Overall Survival
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Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[41
309-0010/47/M/A2 25MAR2013 28.3+ Follow-up 21JUL2015

visit

309-0011/59/M/A2 08APR2013 10JUL2013 3 02JUL2013 2.9
309-0012/82/M/A2 23MAY2013 29JAN2014 3 31DEC2013 7.4 29JAN2014
309-0015/62/M/A2 24JUN2013 29MAY2014 3 20MAY2014 11.0 29MAY2014
309-0016/72/F/A2 05SEP2013 13FEB2014 3 14JAN2014 4.4 13FEB2014
309-0017/73/F/A2 02DEC2013 16JUL2014 3 26JUN2014 6.9 16JUL2014
309-0018/82/M/A2 03JUN2014 310CT2014 3 280CT2014 4.9 310CT2014
309-0021/54/F/A2 17JUL2014 16DEC2014 3 28N0V2014 4.5 16DEC2014

309-0025/49/M/A2 25AUG2014 05SEP2014 3 04SEP2014 0.4

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
309-0026/41/M/A2 22SEP2014 26FEB2015 3 15FEB2015 4.9 26FEB2015
309-0028/62/M/A2 03NOV2014 8.2+ Follow-up 06JUL2015
visit
309-0030/33/M/A2 15DEC2014 24FEB2015 3 20FEB2015 2.3 24FEB2015
309-0031/34/M/A2 25DEC2014 27APR2015 3 03APR2015 3.3+ Deaths after 27APR2015
the date of
the 487th
event
309-0032/63/M/A2 08JAN2015 01APR2015 3 30MAR2015 2.7+ Deaths after 01APR2015
the date of
the 487th
event

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
309-0033/78/F/A2 29JAN2015 5.8+ Ongoing
310-0001/61/M/A2 19JUN2012 10JUN2013 3 01JUN2013 11.6 10JUN2013
310-0002/55/M/A2 12JUL2012 O5N0OV2012 3 130CT2012 3.1 O5N0OV2012
310-0003/61/M/A2 06FEB2013 19MAY2014 3 29APR2014 14.9 19MAY2014
310-0008/49/M/A2 19JUN2013 30AUG2013 3 13AUG2013 1.9 30AUG2013
310-0012/73/M/A2 07NOV2013 19.1+ Follow-up 02JUN2015
visit
310-0013/54/M/7A2 03SEP2014 14MAY2015 3 29APR2015 8+ Deaths after 14MAY2015
the date of
the 487th
event

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLARIS2009-001 ADI-PEG 20

Page 42 of 82

Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

311-0002/60/M/A2 14AUG2013 01NOV2013 3 20N0OV2013 3.3 02JUL2015
311-0007/55/M/A2 18N0OV2013 02DEC2014 3 13N0V2014 12.0 02DEC2014
311-0008/71/M/A2 21MAY2014 09JUL2014 3 DEC2014 1.7 02JUL2015
401-0003/36/M/A7 24JUN2013 30N0OV2013 3 24N0OV2013 5.1 29N0V2013
401-0005/58/M/A7 160CT2013 20AUG2014 3 17MAY2014 7.1 20AUG2014
402-0003/75/M/A7 30APR2013 14N0OV2013 3 08NOV2013 6.4 14N0OV2013
402-0006/71/M/A7 02MAY2013 22N0V2013 3 20NOV2013 6.8 22N0V2013
402-0008/43/M/A7 21MAY2013 02AUG2013 3 22JUL2013 2.1 02AUG2013
402-0009/70/M/A7 16MAY2013 11AUG2013 3 11AUG2013 2.9 11AUG2013
402-0011/64/M/A7 23MAY2013 110CT2013 3 040CT2013 4.5 110CT2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Treatment Group: ADI-PEG 20

Listing 16.2.6.1a
Overall Survival

Page 43 of 82

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

402-0017/50/M/A7 11JUN2013 16AUG2013 09AUG2013 2.0 16AUG2013
402-0018/48/M/A7 24JUN2013 16DEC2013 08DEC2013 5.6 04DEC2013
402-0019/54/M/A7 01JUL2013 15N0V2013 06NOV2013 4.3 15N0V2013
402-0021/64/M/A7 13AUG2013 22.1+ Follow-up 05JUN2015

visit
402-0024/57/M/A7 27AUG2013 03JAN2014 3 24DEC2013 4.0 03JAN2014
402-0025/58/M/A7 25SEP2013 21JAN2015 3 08JAN2015 15.7 21JAN2015
402-0027/52/M/A7 040CT2013 28N0OV2013 3 28N0OV2013 1.9 28N0OV2013
402-0028/60/M/A7 040CT2013 18FEB2014 3 29JAN2014 3.9 18FEB2014
402-0031/65/M/A7 12N0OV2013 19+ Follow-up 05JUN2015

visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLARIS2009-001 ADI-PEG 20

Page 44 of 82

Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
402-0033/63/F/A7 06DEC2013 25APR2014 3 07APR2014 4.1 25APR2014
402-0035/44/M/A7 24DEC2013 25JUN2014 3 02MAY2014 4.3 26MAY2014
403-0001/55/M/A7 22MAY2013 30SEP2013 3 11SEP2013 3.8 30SEP2013
403-0002/52/M/A7 11JUN2013 140CT2013 3 110CT2013 4.1 140CT2013
403-0005/50/F/A7 16JUL2013 06NOV2013 3 280CT2013 3.5 06NOV2013
403-0006/66/M/A7 29JUL2013 03APR2014 5 24MAR2014 8.0 03APR2014
403-0007/65/M/MIX 21AUG2013 12DEC2013 3 05JAN2014 4.6
404-0001/71/M/A7 223UL2013 11SEP2013 99: Metabolic 11SEP2013 1.7
acidosis
404-0002/56/F/A7 22AUG2013 02JUL2014 3 01JUN2014 9.5 02JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
405-0002/46/M/A7 16APR2013 04JUN2013 2 12MAY2013 0.9
405-0004/38/M/A7 24APR2013 20MAY2014 3 21MAY2014 13.1 30MAY2014
405-0006/62/M/A7 29APR2013 20JUN2013 3 10JUN2013 1.4
405-0007/53/M/A7 07MAY2013 19AUG2014 3 02AUG2014 15.1 19AUG2014
405-0009/50/M/A7 14MAY2013 23AUG2013 3 19AUG2013 3.3 21AUG2013
405-0010/39/M/A7 23MAY2013 21FEB2014 9.2+ Lost to 21FEB2014
Follow-up
405-0011/63/M/A7 13MAY2013 01JUL2014 3 05JUN2014 13.0 01JUL2014
405-0013/45/M/A7 20MAY2013 17JAN2014 8.1+ Lost to 17JAN2014
Follow-up
405-0014/35/M/A7 31MAY2013 12AUG2013 3 19JUL2013 1.7

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact

[41

405-0016/41/M/A7 27MAY2013 143UL2013 3 14JUL2013 1.6

405-0018/70/F/A7 12JUN2013 12AUG2013 3 13JUL2013 1.1
405-0020/69/M/A7 19JUN2013 300CT2014 3 140CT2014 16.1 300CT2014
405-0021/47/M/A7 19JUN2013 070CT2014 3 050CT2014 15.8 070CT2014
405-0022/65/M/A7 04JUL2013 02APR2014 3 17MAR2014 8.6 02APR2014
405-0023/46/M/A7 17JUN2013 11DEC2013 3 10DEC2013 5.9 13DEC2013
405-0025/47/M/A7 26JUN2013 10DEC2013 3 10DEC2013 5.6 10DEC2013
405-0028/67/M/A7 243UL2013 04JAN2014 3 07DEC2013 4.6 04JAN2014

405-0030/35/M/A7 31JUL2013 0O6N0OV2013 3 06NOV2013 3.3
405-0032/69/M/A7 23JUL2013 10MAR2015 3 13FEB2015 19.0 10MAR2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Treatment Group: ADI-PEG 20

Listing 16.2.6.1a
Overall Survival

Page 47 of 82

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

405-0033/43/M/A7 08AUG2013 28APR2014 28APR2014 8.8 14MAY2014
405-0034/61/M/A7 08AUG2013 070CT2014 070CT2014 14.2 130CT2014
405-0035/66/M/A7 19AUG2013 22+ Follow-up 08JUN2015

visit
405-0039/73/M/A7 13SEP2013 02JUN2014 3 02JUN2014 8.8 18JUN2014
405-0040/65/M/A7 23SEP2013 20.7+ Follow-up 05JUN2015

visit
405-0042/53/M/A7 040CT2013 31DEC2013 3 26DEC2013 2.8 31DEC2013
405-0043/49/M/A7 26SEP2013 20DEC2013 3 20DEC2013 2.9 30DEC2013
405-0044/56/M/A7 25SEP2013 O8DEC2014 3 05DEC2014 14.6 08DEC2014
501-0001/59/M/A1 13N0V2013 24JUN2014 3 26MAY2014 6.5 24JUN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
501-0002/36/F/A1 02DEC2013 19JAN2015 3 16JAN2015 13.7 19JAN2015
501-0005/80/M/A1 23JAN2014 18.2+ Ongoing
501-0006/60/M/A1 13FEB2014 29N0V2014 3 18N0OV2014 9.3 29N0V2014
501-0007/43/M/A1 03MAR2014 11JUL2014 3 27JUN2014 3.9 11JUL2014
501-0008/76/F/A1 15APR2014 25MAY2015 3 23MAY2015 13.5+ Deaths after 25MAY2015
the date of
the 487th
event
501-0009/62/M/A1 18JUL2014 11.2+ Follow-up 19JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall If Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
501-0010/65/M/A1 10SEP2014 02APR2015 3 26MAR2015 6.6+ Deaths after 02APR2015
the date of
the 487th
event
502-0002/65/M/A1 08JAN2014 20JAN2014 99: Respiratory 19JAN2014 0.4
failure
503-0001/32/M/A1 09DEC2013 20MAR2014 3 14FEB2014 2.3 20MAR2014
503-0004/49/M/A1 11MAR2014 18APR2014 3 O5APR2014 0.9
503-0006/54/M/A1 06AUG2014 11+ Follow-up 02JUL2015
visit
503-0007/57/M/A1 280CT2014 8.3+ Follow-up 02JUL2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
503-0008/50/M/A1 300CT2014 18MAY2015 3 30APR2015 6.1+ Deaths after 18MAY2015
the date of
the 487th
event
503-0009/57/M/A1 19N0OV2014 29N0V2014 3 29N0V2014 0.4
504-0001/47/M/A1 17FEB2014 10AUG2014 3 27JUL2014 5.4 10AUG2014
504-0007/32/M/A1 110CT2014 11NOV2014 3 310CT2014 0.7
505-0001/70/M/A1 12AUG2014 01FEB2015 3 24JAN2015 5.5 01FEB2015
506-0002/54/M/A1 12MAY2014 13.9+ Follow-up 02JUL2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
506-0003/66/M/A1 10SEP2014 29APR2015 5 04APR2015 6.9+ Deaths after 29APR2015
the date of
the 487th
event
506-0004/49/M/A1 270CT2014 15FEB2015 3 15FEB2015 3.7 15FEB2015
508-0001/36/M/A1 08JAN2014 15AUG2014 7.3+ Lost to 15AUG2014
Follow-up
508-0003/49/F/A1 17MAR2014 15APR2014 3 15APR2014 1.0
509-0001/45/M/A1 30APR2014 29AUG2014 3 06AUG2014 3.3 29AUG2014
509-0002/51/M/A1 26MAY2014 27AUG2014 3.1+ Lost to
Follow-up
510-0002/50/M/A1 23MAY2014 25AUG2014 3 13AUG2014 2.8 25AUG2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG 20

Treatment Group: ADI-PEG 20

Listing 16.2.6.1a
Overall Survival

Page 52 of 82

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

510-0004/72/M/A1 01AUG2014 11.1+ Follow-up 30JUN2015

visit
511-0001/35/M/A1 21JAN2014 30AUG2014 3 25AUG2014 7.2 30AUG2014
511-0002/49/M/A1 11MAR2014 16+ Follow-up 02JUL2015

visit
512-0001/59/M/A1 04MAR2014 04SEP2014 3 04SEP2014 6.2 04SEP2014
513-0001/28/M/A1 09APR2014 22JUL2014 99: Oral cavity 21JUN2014 2.5 22JUL2014

internal hemorrhage

513-0004/46/M/A1 18JUN2014 07AUG2014 2 26JUL2014 07AUG2014
513-0005/61/M/A1 310CT2014 20MAR2015 3 01MAR2015 20MAR2015
515-0001/64/M/A1 20FEB2014 01AUG2014 3 17JUL2014 - 01AUG2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
515-0003/69/M/A1 13MAY2014 08APR2015 3 05APR2015 10.9+ Deaths after 08APR2015
the date of
the 487th
event
515-0004/52/M/A1 27MAY2014 25SEP2014 19SEP2014 3.9
515-0006/47/M/A1 05AUG2014 11+ Follow-up 29JUN2015
visit
515-0007/39/M/A1 17SEP2014 09DEC2014 22N0V2014 2.2 09DEC2014
515-0008/60/M/A1 27N0OV2014 04JUN2015 12MAY2015 5.6+ Deaths after 04JUN2015
the date of
the 487th
event

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41
516-0001/45/M/A1 07AUG2014 10.9+ Follow-up 30JUN2015
visit
517-0001/42/M/A1 23DEC2013 19MAR2014 3 02MAR2014 2.3 19MAR2014
517-0002/43/M/A1 26MAR2014 15.4+ Follow-up 01JUL2015
visit
517-0005/46/M/MIX 04JUN2014 08AUG2014 3 28JUL2014 1.8 08AUG2014
517-0006/67/F/A1 20AUG2014 10.5+ Follow-up 01JUL2015
visit
517-0007/66/M/A1 20AUG2014 10DEC2014 3 15N0V2014 2.9 10DEC2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: ADI-PEG 20

Duration
Most of Date of
Subject No./Age[1l]/ Date of Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] Randomization Termination Cause of Death Survival Reason Telephone
Death [3] (Months) Contact
[41

517-0008/59/M/A1 22AUG2014 21JAN2015 3 18JAN2015 5.0 21JAN2015
517-0009/23/M/A1 17SEP2014 09JUN2015 3 31MAY2015 8.6+ Deaths after 09JUN2015

the date of

the 487th
event

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: 14APR2016 14:58 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20

Page 56 of 82

Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
101-0002/70/M/0TH 29JUL2011 07NOV2011 3 04JUN2012 10.4 04JUL2012
101-0004/78/F/A2 05AUG2011 47 .7+ Follow-up 06JUL2015
visit
101-0010/43/M/BL 14SEP2011 20SEP2011 3 270CT2011 1.5 20SEP2012
101-0014/61/M/W2 06JAN2012 260CT2012 3 260CT2012 9.8 O5N0V2013
101-0015/65/M/A4 06JAN2012 03JAN2013 3 03JAN2013 12.1 03JAN2013
101-0017/60/M/W2 21FEB2012 19JAN2013 3 19JAN2013 11.1 19JAN2013
101-0020/86/M/W2 12MAR2012 30DEC2012 3 30DEC2012 9.8 30DEC2012
101-0027/72/M/W2 22MAY2012 11AUG2012 3 11AUG2012 2.7 16AUG2012
101-0031/69/F/W2 17JUL2012 220CT2012 3 15N0V2012 4.1 15N0V2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact

31
101-0034/44/M/0TH 11SEP2012 04DEC2013 3 04DEC2013 15.0 04DEC2013
101-0035/37/M/A6 14SEP2012 27JAN2013 3 25JAN2013 4.5 27JAN2013
101-0043/69/M/W1 220CT2013 26MAY2014 3 26MAY2014 7.2 26MAY2014
101-0051/70/F/W2 27JAN2014 23MAY2014 5 23MAY2014 3.9 23MAY2014
102-0006/66/M/BL 11DEC2013 070CT2014 5 110CT2014 10.2 070CT2014

102-0007/61/M/W2 02JAN2014 09MAY2014 3 19MAY2014 4.6
103-0002/74/M/W2 12DEC2012 O9FEB2015 3 09FEB2015 26.3 10FEB2015
103-0006/57/M/W2 19NOV2014 7+ Follow-up 16JUN2015

visit

104-0002/80/M/W2 07MAY2012 29JUL2013 3 27JUL2013 14.9 29JUL2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects

alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
104-0007/89/M/A1 07AUG2013 23.8+ Ongoing
105-0003/57/M/W2 05NOV2013 16JUN2015 19.6+ Study 16JUN2015
completed
105-0006/60/F/BL 29DEC2014 6.9+ Ongoing
108-0003/85/M/W2 19N0OV2012 30N0V2013 3 30NOV2013 12.6 30N0V2013
109-0002/63/M/W2 22MAR2013 27+ Follow-up 10JUN2015
visit
109-0005/64/F/W2 30JUL2013 080CT2013 99: Kidney and heart  080CT2013 2.4
failure
109-0012/21/F/W2 25SEP2014 8.6+ Follow-up 10JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
109-0014/50/F/W2 26JAN2015 03APR2015 5 11APR2015 2.5+ Deaths after
the date of
the 487th
event
111-0003/37/M/A1 08JAN2013 20MAR2013 19MAR2013 2.4
112-0010/56/F/W2 06DEC2013 25APR2014 26APR2014 4.7 26APR2014
113-0007/74/M/W2 30JAN2014 21JUL2014 27JUL2014 6.0 29JUL2014
113-0015/58/F/BL 26N0V2014 7.1+ Follow-up 25JUN2015
visit
114-0001/25/F/0TH 02AUG2012 12N0OV2012 05DEC2012 4.2 12N0OV2012
114-0004/54/F/A1 06FEB2013 09JUN2014 09JUN2014 16.3 09JUN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact

31

115-0005/60/M/W2 15MAR2013 07JUN2013 3 16MAY2013 2.1
115-0006/62/M/W2 11APR2013 31JUL2013 3 31JUL2013 3.7 31JUL2013
115-0007/57/M/W2 19APR2013 25JUN2013 3 23JUN2013 2.2 25JUN2013
115-0010/54/M/7A4 14APR2014 210CT2014 3 210CT2014 6.4 210CT2014
121-0003/65/M/BL 01JUL2014 13MAY2015 3 12JAN2015 6.5 13MAY2015
201-0002/76/M/W2 15MAR2012 070CT2013 3 020CT2013 18.9 070CT2013
201-0006/71/M/W2 12JUL2012 11INOV2013 2 10NOV2013 16.2 11NOV2013
201-0007/71/M/W2 26JUL2012 30JUL2014 3 14JUL2014 24.0 30JUL2014

201-0009/65/M/W2 20JUN2013 25.4+ Ongoing

201-0010/81/F/W2 27JUN2013 27JAN2014 3 26JAN2014 7.1 27JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
201-0014/73/M/W2 17JUL2013 14APR2014 99: Cardiac arrest 18MAR2014 8.2 14APR2014
201-0015/49/M/W2 08AUG2013 300CT2014 99: Renal failure 280CT2014 14.9 300CT2014
201-0022/80/F/W2 09MAY2014 13.6+ Follow-up 19JUN2015
visit
203-0004/81/M/W2 30MAR2012 09MAY2013 2 09MAY2013 13.5 09MAY2013
203-0006/76/M/W2 11APR2012 07JUL2012 3 07JUL2012 2.9
203-0007/59/M/W2 04JUN2012 190CT2012 3 020CT2012 4.0
203-0009/73/M/W2 13SEP2012 07JAN2015 3 07JAN2015 28.2 07JAN2015
203-0010/74/M/W2 26SEP2012 33.1+ Follow-up 15JUN2015
visit
203-0014/73/M/W2 23JAN2014 290CT2014 3 130CT2014 8.8 290CT2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
3]

203-0016/57/M/W2 04FEB2014 080CT2014 3 22SEP2014 7.7 080CT2014
203-0019/68/M/W2 22MAY2014 16SEP2014 3 18AUG2014 3.0 16SEP2014
204-0003/64/M/W2 08JUL2013 20JAN2014 1 08JAN2014 6.2 20JAN2014
204-0004/76/F/W2 15SEP2013 23JUL2014 3 25JUN2014 9.5 23JUL2014
205-0002/71/M/W2 24FEB2012 06JUL2012 3 14JUN2012 3.7 06JUL2012
205-0003/79/M/W2 27MAR2012 170CT2013 3 18DEC2013 21.1 170CT2013
205-0005/71/M/W2 20MAR2012 13N0V2012 3 09NOV2012 7.8 06N0OV2012
205-0014/70/M/W2 18JUN2013 020CT2013 3 02NOV2013 4.6 020CT2013
205-0023/72/M/W2 08NOV2013 25JUN2015 5 10JUN2014 7.2 25JUN2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact

31
205-0026/61/F/W2 09FEB2015 4.2+ Follow-up 15JUN2015

visit

205-0028/73/F/W2 27JAN2015 15FEB2015 3 15FEB2015 0.7
207-0002/71/M/W2 21MAR2012 020CT2012 3 020CT2012 6.5 030CT2012
207-0007/72/M/W2 02JUL2012 04JAN2013 3 04JAN2013 6.2 04JAN2013
207-0012/67/M/W2 21MAR2013 19MAY2014 3 12APR2014 12.9 19MAY2014
207-0016/82/F/W2 100CT2013 19DEC2014 5 040CT2014 12.0 140CT2014

207-0017/81/F/W2 22N0V2013 09APR2014 3 07MAR2014 3.5

207-0019/55/M/W2 03JUN2014 01AUG2014 3 25JUL2014 1.8
209-0006/68/M/W2 02MAY2013 17JUL2014 3 16JUL2014 14.7 17JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall If Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
[31

209-0011/69/M/W2 O3DEC2013 18.7+ Follow-up 15JUN2015

visit
209-0014/80/M/W2 17MAR2014 15.3+ Follow-up 17JUN2015

visit
210-0003/74/M/W2 04NOV2013 22JUL2014 3 18JUL2014 8.6 22JUL2014
210-0004/71/M/W2 08JAN2014 25AUG2014 3 22AUG2014 7.6 25AUG2014
210-0005/53/M/W2 20FEB2014 15JAN2015 3 23DEC2014 10.2 15JAN2015
210-0006/45/M/W2 23JUN2014 26N0V2014 3 26N0V2014 5.2 28N0V2014
251-0002/69/M/W2 07AUG2013 20N0OV2013 5 20N0OV2013 3.5 13N0V2013
251-0003/68/M/W2 O5N0V2013 220CT2014 3 26N0V2014 12.9 07JAN2015
252-0001/65/M/A3 08MAY2012 150CT2012 3 23DEC2012 7.7 150CT2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
252-0004/50/M/A1 28MAY2013 01SEP2013 3 06SEP2013 3.4 12SEP2013
252-0006/64/M/W2 010CT2013 24APR2015 3 23APR2015 19+ Deaths after 24APR2015
the date of
the 487th
event
252-0008/76/M/W2 27MAY2014 14JAN2015 3 07MAR2015 9.5 14JAN2015
252-0010/56/F/W2 04NOV2014 19MAR2015 3 31MAR2015 4.9+ Deaths after 19MAR2015
the date of
the 487th
event
253-0003/75/M/W2 15JUN2012 26JUN2013 3 30SEP2013 15.8 26JUN2013
253-0004/79/M/W2 07SEP2012 26FEB2013 3 16MAR2013 6.4 26FEB2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
253-0005/74/F/W2 02N0OV2012 08JAN2013 08MAR2013 4.2 08JAN2013
253-0006/63/M/A3 28DEC2012 01SEP2014 3 09SEP2014 20.7 01SEP2014
253-0011/67/M/W2 060CT2014 9.7+ Ongoing
253-0012/67/M/W2 08DEC2014 20JAN2015 3 20JAN2015 1.5
257-0005/66/M/W2 03JAN2013 22MAY2013 3 19MAY2013 4.6
257-0013/63/M/W2 30MAY2013 07AUG2013 3 07AUG2013 2.3
257-0020/72/M/A1 270CT2014 22DEC2014 3 21JAN2015 2.9
258-0002/69/F/W2 11APR2013 14AUG2014 5 21JUL2014 15.6 14AUG2014
258-0003/67/F/W2 15MAY2013 25.5+ Follow-up 17JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
258-0004/66/M/W2 21MAY2013 21JUN2013 3 23JUN2013 1.1
258-0006/69/M/W2 150CT2013 12DEC2013 3 07DEC2013 1.8
258-0013/59/M/W2 11NOV2014 09APR2015 3 21MAR2015 4.4 09APR2015
259-0003/73/M/W2 11JUN2014 06MAY2015 3 10JUL2015 13.2+ Deaths after
the date of
the 487th
event
259-0004/52/M/W2 213UL2014 08SEP2014 3 31DEC2014 5.5
260-0002/66/M/W2 020CT2013 14JUL2014 1 24JUL2014 9.9 27AUG2014
301-0001/47/F/A2 01NOV2011 13MAY2013 3 18APR2013 17.8 13MAY2013
301-0003/61/F/A2 01MAR2012 19SEP2012 3 28AUG2012 6.0 19SEP2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
301-0008/53/M/A2 04JAN2013 10JUN2013 3 22MAY2013 4.6 10JUN2013
302-0006/49/M/A2 10JAN2012 27MAR2012 3 24MAR2012 2.5 27MAR2012
302-0009/73/M/A2 17APR2012 10JUL2012 3 04JUL2012 2.6 10JUL2012
302-0012/62/M/A2 24APR2012 110CT2012 3 110CT2012 5.7 110CT2012
302-0013/62/M/A2 26MAR2013 17DEC2013 3 14DEC2013 8.8 17DEC2013
302-0020/52/M/A2 21MAY2013 26N0V2013 3 26N0V2013 6.3 26N0V2013
302-0021/75/F/A2 11JUN2013 14FEB2014 3 14FEB2014 8.3 14FEB2014
304-0003/56/F/A2 14MAR2013 27.8+ Follow-up 24JUN2015
visit
304-0004/69/M/A2 03JUN2013 070CT2013 3 25SEP2013 3.8 070CT2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall If Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
[31

304-0007/72/M/A2 13N0V2013 200CT2014 99: Terminal statge 28SEP2014 10.7 200CT2014

hepatic

encephalopathy

305-0004/79/M/A2 24FEB2012 03JUL2012 3 03JUL2012 4.4 03JUL2012
305-0007/67/M/A2 09MAR2012 08N0OV2013 3 08NOV2013 20.3 08N0OV2013
305-0015/84/M/A2 06JUL2012 28N0V2012 3 28N0V2012 4.9 24DEC2012
305-0016/78/M/A2 10JUL2012 12N0OV2012 3 12N0V2012 4.2 12N0OV2012
305-0021/83/F/A2 22N0V2012 28APR2013 3 23MAR2013 4.1 28APR2013
305-0024/69/M/A2 15JAN2013 08AUG2013 3 08AUG2013 6.9 08AUG2013
305-0033/37/F/A2 02JUL2013 22JUL2014 3 19JUL2014 12.8 22JUL2014
305-0035/60/M/A2 28AUG2013 29SEP2014 3 29SEP2014 13.3 29SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact

31
305-0046/60/M/A2 07NOV2014 7.4+ Follow-up 16JUN2015

visit

306-0004/46/M/A2 21FEB2012 07APR2012 3 07APR2012 1.6 07APR2012
306-0010/69/M/A2 21MAR2012 10APR2013 3 30MAR2013 12.5 10APR2013

306-0013/42/M/A2 16APR2012 18JUN2012 3 18JUN2012 2.1
306-0015/73/M/A2 17MAY2012 27MAY2013 3 14MAY2013 12.1 23JUL2013
306-0016/58/M/A2 25JUN2012 140CT2013 3 21SEP2013 15.1 140CT2013
306-0022/56/M/7A2 13N0V2012 04FEB2014 3 03FEB2014 14.9 0O4FEB2014
306-0028/53/M/A2 28MAR2013 16JAN2014 3 23DEC2013 9.0 16JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
306-0045/60/F/A1 20JUN2014 30JUN2015 3 12JUN2015 11.9+ Deaths after 30JUN2015
the date of
the 487th
event
307-0006/72/M/A2 29N0OV2011 23DEC2011 3 23DEC2011 0.8
307-0009/53/M/A2 03JAN2012 12JUN2015 3 29MAR2012 2.9 12JUN2015
307-0012/42/M/A2 07FEB2012 10APR2012 5 10APR2012 2.1 10APR2012
307-0015/75/M/A2 25APR2012 28MAR2013 3 05MAR2013 10.5 28MAR2013
307-0021/68/M/A2 21AUG2012 21FEB2013 3 10FEB2013 5.8 21FEB2013
307-0028/69/F/A2 14JAN2013 01JUL2013 3 15JUN2013 5.1 01JUL2013
307-0034/48/M/A2 13AUG2013 20FEB2014 3 04FEB2014 5.9 20FEB2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
307-0036/76/M/A2 020CT2013 08JUL2014 3 30JUN2014 9.1 08JUL2014
307-0042/55/M/A2 19JUN2014 11+ Follow-up 14MAY2015
visit
308-0002/36/F/A2 31DEC2012 18FEB2014 16FEB2014 13.8 18FEB2014
308-0004/52/M/A2 O5FEB2013 30APR2015 07APR2015 26.4+ Deaths after 30APR2015
the date of
the 487th
event
308-0006/64/M/A2 14MAY2013 28N0V2014 3 14N0OV2014 18.3 28N0V2014
308-0008/47/M/A2 23JUL2013 26DEC2013 3 26DEC2013 5.2 26DEC2013
308-0009/61/M/A2 19JUL2013 12SEP2013 99: Sepsis 12SEP2013 1.9

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
309-0006/56/M/A2 26N0V2012 11JUN2015 3 24MAY2015 30.3+ Deaths after 11JUN2015
the date of
the 487th
event
309-0007/58/M/A2 17DEC2012 25JUN2013 3 12JUN2013 5.9 25JUN2013
309-0013/45/M/A2 20JUN2013 24N0OV2014 3 17NOV2014 17.2 24N0V2014
309-0014/39/M/A2 20JUN2013 29JAN2014 3 18JAN2014 7.1 29JAN2014
309-0019/68/M/A2 24JUN2014 13.1+ Ongoing
309-0027/49/M/A2 03NOV2014 17JUN2015 3 12JUN2015 7.4+ Deaths after 17JUN2015
the date of
the 487th
event

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
309-0029/50/M/A2 01DEC2014 11MAY2015 3 09APR2015 4.3+ Deaths after 11MAY2015
the date of
the 487th
event
310-0004/50/F/A2 06FEB2013 19AUG2013 AUG2013 6.5 19AUG2013
310-0005/59/M/A2 27MAR2013 30DEC2013 07DEC2013 8.5 30DEC2013
310-0006/50/F/A2 01MAY2013 130CT2014 050CT2014 17.4 130CT2014
310-0007/74/M/7A2 13JUN2013 247+ Follow-up 23JUN2015
visit
310-0009/46/M/A2 07AUG2013 24JAN2014 10JAN2014 5.2 24JAN2014
310-0010/34/F/A2 26AUG2013 25DEC2013 11DEC2013 3.6 25DEC2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
310-0011/52/M/A2 240CT2013 20.3+ Follow-up 23JUN2015
visit
310-0014/64/M/A2 24SEP2014 25JUN2015 3 16JUN2015 8.9+ Deaths after 25JUN2015
the date of
the 487th
event
311-0003/44/M/A2 25SEP2013 O3DEC2014 3 22N0V2014 14.1 O3DEC2014
311-0004/68/M/A2 30SEP2013 210CT2013 3 16N0OV2013 1.6
311-0005/58/M/A2 210CT2013 14AUG2014 3 03AUG2014 9.6 14AUG2014
311-0006/73/F/A2 07NOV2013 19MAR2014 3 16MAR2014 4.3 19MAR2014
311-0009/51/F/A2 15JUL2014 11.3+ Follow-up 18JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31

311-0010/47/M/A2 02SEP2014 10.8+ Ongoing
311-0011/46/M/A2 300CT2014 7.7+ Follow-up 18JUN2015

visit

311-0012/55/M/A2 29JAN2015 5.8+ Ongoing
401-0001/70/M/A7 04JUN2013 18AUG2013 3 18AUG2013 2.5 18AUG2013
401-0002/56/M/A7 19JUN2013 07MAY2015 5 21FEB2014 8.3 07MAY2015
402-0001/35/M/A7 22APR2013 24JUN2013 3 03AUG2013 3.5 07FEB2014
402-0002/58/M/A7 23APR2013 10JUN2014 3 08MAY2014 12.7 10JUN2014
402-0005/70/M/A7 09MAY2013 160CT2013 3 020CT2013 4.9 160CT2013
402-0010/50/M/A7 20MAY2013 25JUL2013 3 13JUL2013 1.8 25JUL2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
402-0022/60/F/A7 19AUG2013 03MAR2014 3 03MAR2014 6.6 25MAR2014
402-0023/57/M/A7 02SEP2013 17JAN2014 3 29DEC2013 4.0 17JAN2014
402-0029/49/M/A7 11NOV2013 04JAN2014 3 04JAN2014 1.8 07JAN2014
402-0032/49/F/A7 06DEC2013 01JUL2014 3 19JUN2014 6.5 01JUL2014
402-0034/43/F/A7 19DEC2013 18.3+ Follow-up 19JUN2015
visit
403-0004/37/M/A7 11JUL2013 07MAY2015 3 01MAY2015 22+ Deaths after 07MAY2015
the date of
the 487th
event
404-0003/53/M/A7 10SEP2013 07NOV2013 3 200CT2013 1.4 07NOV2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
404-0004/62/F/A7 150CT2013 25DEC2013 25DEC2013 2.4
405-0001/55/M/A7 22APR2013 02APR2014 15MAR2014 10.9 02APR2014
405-0005/35/M/A6 24APR2013 20MAY2015 01MAY2015 24 .6+ Deaths after 20MAY2015
the date of
the 487th
event
405-0012/72/M/A7 15MAY2013 25DEC2013 3 02DEC2013 6.7 26DEC2013
405-0019/62/M/A7 26JUN2013 11AUG2013 3 11AUG2013 1.6
405-0024/69/M/A7 03JUL2013 05AUG2013 3 05AUG2013 1.1
405-0026/67/M/A7 08JUL2013 24FEB2014 3 13FEB2014 7.4 24FEB2014
405-0036/70/M/A7 19AUG2013 15JAN2014 3 15JAN2014 5.0 17FEB2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 79 of 82

Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
405-0041/57/M/A7 13SEP2013 21+ Follow-up 03JUN2015
visit
501-0003/22/M/A1 11DEC2013 28JUL2014 3 01JUL2014 6.8 28JUL2014
501-0004/26/M/A1 18DEC2013 08AUG2014 3 31JUL2014 7.5 08AUG2014
501-0011/61/M/A1 25SEP2014 12JAN2015 3 07JAN2015 3.5 12JAN2015
502-0001/70/M/A1 13DEC2013 16JAN2014 2 14JAN2014 1.1
502-0003/48/M/A1 14JAN2014 05AUG2014 2 10JUL2014 5.9 05AUG2014
503-0002/71/F/A1 20FEB2014 18MAY2015 3 20APR2015 14 .2+ Deaths after 18MAY2015
the date of
the 487th
event

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20
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Listing 16.2.6.1a
Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
503-0003/47/F/A1 07MAR2014 15JUL2014 5 JUN2014 3.4 15JUL2014
503-0005/72/M/A1 25MAR2014 15.5+ Follow-up 02JUL2015
visit
504-0003/53/M/A1 13MAR2014 09JUN2014 3 16MAY2014 2.2 09JUN2014
504-0005/41/F/A1 03SEP2014 11NOV2014 3 08NOV2014 2.2
504-0006/51/M/A1 04SEP2014 27MAR2015 3 13MAR2015 6.4 27MAR2015
506-0001/43/M/A1 15APR2014 30JUL2014 3 29JUL2014 3.5 30JUL2014
506-0005/24/M/A1 22DEC2014 26JAN2015 3 20JAN2015 1.0 26JAN2015
507-0001/51/M/A1 24JUL2014 11.5+ Follow-up 02JUL2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
507-0002/44/M/A1 29JUL2014 10NOV2014 99: Respiratory and 10NOV2014 3.5 10NOV2014
circulatory failure
508-0002/64/M/A1 19FEB2014 16APR2014 3 15APR2014 1.9
508-0004/58/M/A1 27AUG2014 30SEP2014 1.2+ Lost to
Follow-up
509-0003/39/M/A1 243UL2014 12JAN2015 3 01JAN2015 5.4 12JAN2015
510-0001/67/M/A1 26FEB2014 16.3+ Follow-up 30JUN2015
visit
510-0003/43/M/A1 05JUN2014 27N0OV2014 20NOV2014 5.6 27N0OV2014
513-0003/46/M/A1 30APR2014 15JUN2014 12JUN2014 1.5 15JUL2014
515-0005/45/M/A1 23JUN2014 100CT2014 040CT2014 3.5

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015
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Listing 16.2.6.1a

Overall Survival

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason [4] Telephone
Death [2] (Months) Contact
31
517-0003/45/M/A1 14MAY2014 18MAR2015 10.3+ Lost to 29JAN2015
Follow-up
517-0010/67/M/A1 12N0OV2014 08APR2015 3 24MAR2015 4.4 08APR2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Use the date of death for the
487th subject as the cutoff date(24Mar2015), if the subject died after the cutoff date, they will be event in the sensitivity
analysis. Censored records are indicated with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects
alive at time of study termination are censored at this time.

Executed: O3DEC2015 14:58 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 1 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
3]
101-0001/59/M/A2 26JUL2011 20FEB2012 7+ Voluntary 20FEB2012
Withdrawal

101-0005/77/M/W2 08AUG2011 17APR2013 3 17APR2013 20.6 17APR2013
101-0006/62/M/W2 12AUG2011 17APR2012 3 17APR2012 8.3 17APR2012
101-0007/77/M/A1 16AUG2011 11MAY2013 3 11MAY2013 21.2 16MAY2013
101-0008/83/M/BL 22AUG2011 11AUG2012 3 11AUG2012 11.9 11AUG2012
101-0009/82/M/A1 14SEP2011 05SEP2012 3 05SEP2012 11.9 05SEP2012
101-0011/75/F/W2 14N0OV2011 03JAN2012 3 16DEC2011 1.1 03JAN2012
101-0012/68/M/W2 29N0V2011 20AUG2012 3 02AUG2012 8.3 20AUG2012
101-0013/66/F/A5 10JAN2012 17JUL2014 3 14JUL2014 30.6 17JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 2 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
3]
101-0016/61/M/A4 10JAN2012 41 .8+ Follow-up 16JUN2015
visit

101-0018/51/M/A1 21FEB2012 31MAR2012 3 31MAR2012 1.3 12FEB2013
101-0019/68/M/W2 28FEB2012 14MAY2013 5 20MAR2014 25.1 20MAR2014
101-0021/74/M/W2 20MAR2012 10JUN2013 3 10JUN2013 14.9 17JUL2013
101-0022/55/M/BL 20MAR2012 04JUN2012 3 31MAY2012 2.4 04JUN2012
101-0023/70/M/W2 30MAR2012 18DEC2012 5 18DEC2012 8.8 18DEC2012
101-0024/35/F/A4 01MAY2012 07NOV2013 3 O5N0V2013 18.5 07NOV2013
101-0025/57/F/W2 20APR2012 03AUG2012 3 03AUG2012 3.5 03AUG2012
101-0026/82/M/W2 15MAY2012 17MAY2013 3 16MAY2013 12.2 17MAY2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 3 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
101-0028/60/M/W2 15JUN2012 02APR2013 3 02APR2013 9.7 25APR2013
101-0029/70/M/A1 18JUN2012 02AUG2013 3 02AUG2013 13.7 02AUG2013
101-0030/51/M/W2 05JUL2012 27N0OV2012 3 20DEC2012 5.6 20DEC2012
101-0032/84/M/W2 01AUG2012 12SEP2013 5 06JUL2013 11.3 12SEP2013
101-0033/66/F/W2 03AUG2012 35.2+ Follow-up 25JUN2015
visit
101-0036/68/M/A4 230CT2012 O5FEB2013 3 05FEB2013 3.5 O5FEB2013
101-0037/57/M/A1 07DEC2012 06APR2015 28.4+ Lost to 01DEC2014
Follow-up
101-0038/56/M/W2 O5FEB2013 01FEB2014 3 01FEB2014 12.1 01FEB2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Page 4 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

101-0039/77/F/W2 05APR2013 27 .1+ Follow-up 26JUN2015

visit
101-0040/60/M/W2 27JUN2013 04N0OV2013 3 03N0OV2013 4.3 04N0V2013
101-0041/54/M/W2 30JUL2013 25N0V2014 3 24N0V2014 16.1 25N0V2014
101-0042/64/M/W2 05AUG2013 120CT2014 3 120CT2014 14.5 120CT2014
101-0044/78/M/W2 170CT2013 240CT2014 5 240CT2014 12.4 240CT2014
101-0045/74/F/W2 210CT2013 03JUN2014 5 26APR2014 6.3 03JUN2014
101-0046/70/M/0TH 220CT2013 04JUN2014 3 28MAR2014 5.3 04JUN2014
101-0047/52/M/W2 220CT2013 11MAR2015 3 26FEB2015 16.4 01DEC2014
101-0048/66/F/W2 220CT2013 20.4+ Follow-up 25JUN2015

visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group Page 5 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall If Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

[31
101-0049/71/M/A8 280CT2013 20.2+ Follow-up 24JUN2015

visit

101-0050/59/M/W2 290CT2013 15JAN2014 3 15JAN2014 2.6
102-0001/53/M/BL 25APR2012 07SEP2012 3 09NOV2012 6.6 07SEP2012
102-0003/63/M/BL 12SEP2012 07JAN2013 3 25JAN2013 4.5 07FEB2013

102-0008/64/M/BL 08JAN2014 O5FEB2014 5 10FEB2014 1.1
102-0009/58/M/W2 290CT2014 19FEB2015 3 04FEB2015 3.3 19FEB2015
103-0001/56/M/W2 11MAY2012 230CT2012 3 230CT2012 5.5 230CT2012
103-0003/66/M/W2 15FEB2013 260CT2013 3 260CT2013 8.5 260CT2013
103-0004/40/F/A1 17APR2014 01SEP2014 3 01SEP2014 4.6 01SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 6 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
104-0003/56/F/W2 19JUL2012 290CT2012 190CT2012 3.1 290CT2012
104-0004/74/M/W2 230CT2012 12JUN2013 24MAY2013 7.1 12JUN2013
104-0008/55/M/P1 03SEP2013 140CT2014 11SEP2014 12.5 140CT2014
104-0010/71/F/A8 08JAN2014 17.1+ Follow-up 03JUN2015
visit
104-0012/78/F/A2 020CT2014 25MAR2015 3 25MAR2015 5.8 25MAR2015
106-0001/42/F/W2 28FEB2012 02JUL2012 3 050CT2012 7.4
107-0002/71/M/W2 23AUG2012 23DEC2013 3 23DEC2013 16.3 23DEC2013
107-0003/73/M/BL 22FEB2013 07MAY2013 3 07MAY2013 2.5
107-0004/63/M/W2 01MAR2013 28._4+ Follow-up 29JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 7 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
107-0006/60/M/W2 14MAY2013 07APR2014 3 04APR2014 10.9 07APR2014
108-0001/60/F/W2 20MAR2012 19JUN2012 3 19JUN2012 3.1 19JUN2012
108-0002/78/M/BL 31MAY2012 03APR2013 3 03APR2013 10.3 03APR2013
108-0004/61/M/W2 18APR2013 07JUL2014 3 22JUL2014 15.4 04AUG2014
108-0005/68/M/W2 08MAY2013 190CT2013 99: Basilar artery 190CT2013 5.5 190CT2013
pseudoaneurysm
108-0008/77/M/W2 090CT2014 8+ Follow-up 04JUN2015
visit

109-0003/68/M/W2 03MAY2013 08AUG2013 09AUG2013 3.3 17SEP2013
109-0004/57/M/W2 19JUL2013 14MAR2014 22FEB2014 7.3 14MAR2014
109-0006/62/M/P1 22AUG2013 16SEP2014 25AUG2014 12.3 16SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.
Cut-off date:

22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction:

23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 8 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
109-0007/55/M/W2 05DEC2013 16SEP2014 10AUG2014 8.3 16SEP2014
109-0008/70/F/W2 22MAY2014 127+ Follow-up 05JUN2015
visit
109-0009/57/M/W2 09JUL2014 10JUN2015 25MAY2015 10.7 10JUN2015
109-0010/65/M/W2 09JUL2014 11.5+ Follow-up 18JUN2015
visit
109-0011/64/M/A4 24SEP2014 8.7+ Follow-up 12JUN2015
visit
109-0013/64/F/W2 05NOV2014 12MAY2015 10MAY2015 6.2
110-0003/63/M/0TH 09JUL2012 07DEC2013 01DEC2013 17.0 07DEC2013
110-0004/53/M/A4 250CT2012 O3DEC2013 23N0V2013 13.2 O3DEC2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group Page 9 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
110-0005/77/M/W2 15MAR2013 27 .3+ Follow-up 11JUN2015
visit
110-0007/62/M/A4 17MAY2013 26FEB2014 26FEB2014 9.5 07MAR2014
110-0008/63/F/BL 09JUL2013 03MAR2014 10FEB2014 7.2 03MAR2014
110-0011/77/M/A1 22JAN2015 4.6+ Follow-up 09JUN2015
visit
111-0001/37/M/A4 12JUL2012 08JUL2014 06JUL2014 24.2 08JUL2014
111-0004/64/M/W2 23MAY2013 180CT2013 29AUG2013 3.3 210CT2013
111-0006/59/M/W2 030CT2013 12MAY2014 12MAY2014 7.4
111-0007/55/M/W2 06FEB2014 16.4+ Follow-up 12JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 10 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
112-0006/58/M/W2 26MAR2013 29AUG2013 3 29AUG2013 5.2 07AUG2013
112-0009/50/M/A8 19JUN2013 O6DEC2013 3 12DEC2013 5.9 01NOV2013
112-0011/56/M/A4 10JAN2014 23JUN2014 3 28JUN2014 5.7 06JUN2014
112-0012/71/M/W2 23MAY2014 07FEB2015 3 07FEB2015 8.7 02FEB2015

112-0013/28/F/W2 23MAY2014 29AUG2014 3 290CT2014 5.3
112-0014/79/M/A8 06JUN2014 240CT2014 3 240CT2014 4.7 130CT2014

112-0015/66/M/A8 240CT2014 02JAN2015 3 02JAN2015 2.4
113-0001/61/M/W2 24AUG2012 18N0OV2013 5 20JAN2014 17.2 26AUG2013
113-0002/64/F/W2 120CT2012 22APR2014 3 11APR2014 18.2 22APR2014
113-0005/58/M/W2 22JAN2014 20MAR2014 3 05APR2014 2.5 30APR2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group Page 11 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
113-0008/78/M/A8 13FEB2014 16.3+ Follow-up 16JUN2015
visit
113-0010/59/M/W2 28APR2014 04JUN2014 3 22JUN2014 1.9 07JUL2014
113-0013/56/M/W2 04NOV2014 7.3+ Follow-up 10JUN2015
visit
113-0016/72/M/A8 03FEB2015 4.5+ Follow-up 17JUN2015
visit
114-0003/59/M/W2 29N0OV2012 070CT2013 3 070CT2013 10.4 16SEP2013
114-0005/73/M/W2 05DEC2013 09APR2015 16.4+ Voluntary 09APR2015
Withdrawal
114-0007/60/F/W2 18N0OV2014 8.2+ Ongoing

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 12 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall If Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
[31
115-0001/59/F/A4 27N0V2012 30.6+ Follow-up 02JUN2015
visit
115-0002/45/F/W2 27N0V2012 19FEB2013 3 18FEB2013 2.8 19FEB2013
115-0003/63/M/W2 17JAN2013 20AUG2013 3 17AUG2013 7.1 20AUG2013
115-0008/51/M/A8 19JUN2013 22JUL2013 3 17JUL2013 1.0
115-0009/85/M/W2 12DEC2013 03SEP2014 3 01SEP2014 8.8 03SEP2014
115-0011/56/M/W2 05JUN2014 01DEC2014 3 27N0OV2014 5.9 01DEC2014
115-0014/72/M/W2 10FEB2015 11MAY2015 3 10MAY2015 3.0 11MAY2015
116-0002/67/F/W2 18MAR2013 14DEC2013 3 14DEC2013 9.1
116-0003/67/M/BL 28MAR2013 29MAY2013 3 29MAY2013 2.1

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 13 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
117-0001/69/M/W2 02APR2013 12N0OV2014 08NOV2014 19.5 12N0OV2014
118-0001/67/F/A8 09AUG2013 29N0V2014 29N0OV2014 15.9 17NOV2014
119-0001/80/M/A8 21JAN2014 14FEB2014 0.8 29AUG2014
121-0001/62/M/W2 14FEB2014 02DEC2014 9.7+ Voluntary 02DEC2014
Withdrawal
121-0004/64/F/W2 02JAN2015 15APR2015 3 06MAR2015 2.1 15APR2015
201-0001/68/F/W2 25JAN2012 080CT2012 99: Cardiac arrest 24SEP2012 8.1 080CT2012
201-0005/73/M/W2 19JUL2012 21JAN2013 99: Cardiac arrest 14JAN2013 6.0 21JAN2013
201-0008/79/M/W2 16MAY2013 210CT2013 3 150CT2013 5.1 210CT2013
201-0011/73/M/W2 04JUL2013 23.9+ Follow-up 19JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.
Cut-off date:

22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction:

23JUL2015



Polaris Group Page 14 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
201-0012/79/M/W2 24JUL2013 23.2+ Follow-up 19JUN2015
visit
201-0013/67/F/W2 24JUL2013 20MAY2014 99: Cardiac arrest 19MAY2014 10.0 20MAY2014
201-0016/72/M/W2 14N0OV2013 19MAY2015 99: 30APR2015 17.8 19MAY2015
Cardiocirculatory
arrest
201-0017/82/M/W2 28N0V2013 26MAR2015 99: Cardiac arrest 05MAR2015 15.4 26MAR2015
201-0018/78/F/W2 06DEC2013 27JAN2014 99: Acute renal 21JAN2014 1.6 27JAN2014
failure
201-0019/68/M/W2 19DEC2013 18.3+ Follow-up 19JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 15 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
201-0020/67/M/W2 23JAN2014 17.2+ Follow-up 22JUN2015
visit
201-0021/54/M/W2 13FEB2014 02JUL2014  99: Block of diuresis  10JUN2014 3.9 02JUL2014
201-0024/74/M/W2 29JAN2015 13APR2015 99: Respiratory 11APR2015 2.4
failure
201-0025/75/M/W2 29JAN2015 4.7+ Follow-up 19JUN2015
visit
203-0001/61/F/W2 06MAR2012 30APR2012 3 06JUN2012 3.1
203-0002/72/M/W2 06MAR2012 19APR2012 3 19APR2012 1.5
203-0005/53/M/W2 05APR2012 23DEC2014 3 26JUN2013 14.9 03JUL2013
203-0013/68/M/W2 30DEC2013 30APR2014 3 17MAR2014 2.6 30APR2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 16 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
203-0015/85/M/W2 30JAN2014 19SEP2014 3 01JUN2014 4.1 19SEP2014
203-0017/58/M/W2 03MAR2014 29AUG2014 3 29AUG2014 6.0 29AUG2014
203-0018/58/F/W2 04APR2014 22SEP2014 3 24JUL2014 3.7 22SEP2014
205-0001/77/M/W2 24FEB2012 26N0V2014 3 06NOV2014 32.9 26N0V2014

205-0004/77/F/W2 20MAR2012 24JUN2012 3 24JUN2012 3.2
205-0008/76/M/W2 27APR2012 30JUL2012 3 30JUL2012 3.2 01AUG2012

205-0012/73/F/W2 06DEC2012 08JAN2013 2 08JAN2013 1.1
205-0015/71/M/W2 19JUN2013 11SEP2014 5 22JUN2014 12.3 11SEP2014

205-0016/70/M/W2 25JUN2013 25.3+ Ongoing

205-0017/71/M/W2 08AUG2013 18AUG2014 3 18AUG2014 12.5 18AUG2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 17 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
205-0020/82/M/W2 110CT2013 24JUN2015 5 18MAY2014 7.3 24JUN2015
205-0022/67/M/W2 05NOV2013 28N0OV2013 2 22N0V2013 0.6 28N0OV2013
205-0024/80/M/W2 03DEC2013 20AUG2014 99: Bleeding in 16AUG2014 8.6 20AUG2014
hypertensive
gastropathy
205-0025/63/F/W2 29N0OV2013 21MAR2014  99: Pleural effusion 21MAR2014 3.8 11MAR2014
207-0001/81/F/W2 19MAR2012 21DEC2012 3 230CT2012 7.3 21DEC2012
207-0005/74/M/W2 12JUN2012 04JUL2012 0.8+ Voluntary
Withdrawal
207-0006/73/M/W2 18JUN2012 19SEP2012 030CT2012 3.6 14N0OV2012
207-0008/66/M/W2 09JUL2012 13AUG2012 28AUG2012 1.7

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN

HERITAGE, OTH =

OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction:

23JUL2015



Polaris Group Page 18 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
207-0011/78/M/W2 21JAN2013 26FEB2013 3 06MAR2013 1.5 26FEB2013
207-0015/77/M/W2 13AUG2013 160CT2014 3 020CT2014 13.9 160CT2014
207-0020/77/M/W2 18JUN2014 29SEP2014 3 17SEP2014 3.1
207-0021/74/M/W2 19JUN2014 10APR2015 3 30MAR2015 9.5 10APR2015
207-0022/74/M/W2 10JUL2014 11.7+ Follow-up 25JUN2015
visit
208-0001/59/M/W2 20SEP2012 34 .5+ Ongoing
208-0002/82/F/W2 20SEP2012 08MAR2013 08MAR2013 5.7 05MAR2013
208-0006/69/F/W2 28AUG2013 30AUG2014 20JUL2014 10.9 30AUG2014
208-0007/53/M/W2 07JUL2014 11.1+ Follow-up 04JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 19 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
209-0001/66/M/W2 15N0V2012 18APR2013 3 04MAY2013 5.7 18APR2013
209-0004/74/M/W2 09APR2013 150CT2013 3 260CT2013 6.7 150CT2013
209-0008/66/M/W2 11JUL2013 250CT2013 3 01NOV2013 3.8
209-0012/63/M/W2 03DEC2013 06AUG2014 3 04AUG2014 8.2 06AUG2014
209-0013/52/M/W2 23DEC2013 18.1+ Follow-up 17JUN2015
visit
210-0001/67/M/W2 30AUG2013 07MAY2014 30APR2014 8.1 07MAY2014
210-0002/80/M/W2 090CT2013 27MAY2015 20MAY2015 19.6 15MAY2015
210-0007/73/M/W2 07JUL2014 12.7+ Ongoing
210-0009/49/F/W2 10NOV2014 7.4+ Follow-up 18JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
210-0011/73/M/W2 17NOV2014 06MAR2015 3 04MAR2015 3.6 06MAR2015
210-0012/47/F/W2 16DEC2014 6.2+ Follow-up 18JUN2015
visit
210-0014/71/F/W2 26JAN2015 4.8+ Follow-up 18JUN2015
visit
251-0001/55/F/W2 243UL2012 06DEC2012 3 26DEC2012 5.2
252-0002/76/M/W2 28AUG2012 17DEC2012 3 26MAY2013 9.1 17DEC2012
252-0003/68/M/W2 28DEC2012 22AUG2013 3 24AUG2013 8.0 22AUG2013
252-0007/77/M/W2 25FEB2014 04APR2014 3 03MAY2014 2.3
252-0011/81/M/BL 24N0OV2014 8+ Ongoing
253-0002/63/M/W2 09MAR2012 08JUN2012 3 09AUG2012 5.1

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 21 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
253-0010/76/M/W2 07JUN2013 06MAY2014 3 30MAY2014 11.9 06MAY2014
254-0001/69/M/W2 17MAY2012 04DEC2012 3 04DEC2012 6.7 O5DEC2012
257-0001/47/M/A4 04APR2012 10SEP2012 3 10SEP2012 5.3 14AUG2012
257-0002/56/M/W2 18APR2012 22DEC2012 3 22DEC2012 8.3 22DEC2012

257-0007/80/M/W2 21FEB2013 20JAN2014 3 20JAN2014 11.1
257-0008/80/F/W2 26MAR2013 06JUN2014 3 06JUN2014 14.6 04MAR2014
257-0010/42/M/BL 23MAY2013 24+ Follow-up 13MAY2015

visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
257-0012/76/M/W2 13MAY2013 25JUN2013 99: 1A.Sepsis, 25JUN2013 1.5
1B.HCC, 2.ALD.
death certificate
indicates all to be
applicable.
257-0015/69/F/BL 14APR2014 25MAY2014 3 25MAY2014 1.4
257-0017/74/M/A8 02MAY2014 10JUL2015 3 10JUL2015 14.5 29JUN2015
257-0018/53/M/A6 28APR2014 31MAY2014 3 31MAY2014 1.1
257-0022/60/M/W2 01DEC2014 29MAY2015 3 29MAY2015 6.0 19MAY2015
257-0024/75/M/W2 22DEC2014 31MAR2015 3 31MAR2015 3.3
257-0025/69/M/BL 22DEC2014 30APR2015 3 30APR2015 4.3

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
257-0026/65/M/W2 19JAN2015 5.4+ Follow-up 30JUN2015
visit
257-0027/52/M/A6 19JAN2015 02MAR2015 99: Spontaneous 02MAR2015 1.4
intracerebral
haemorrhage into
metastatic brain
tumour
258-0005/64/M/0TH 09AUG2013 02MAY2014 3 16MAY2014 9.4 02MAY2014
258-0007/74/M/W2 090CT2013 14N0OV2013 3 23N0V2013 1.5
258-0008/70/M/W2 18N0OV2013 03MAR2014 3 26MAR2014 4.3 03MAR2014
258-0009/64/M/W2 19MAY2014 16MAR2015 3 30APR2015 11.6 16MAR2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
258-0010/53/M/W2 02JUN2014 122+ Follow-up 03JUN2015
visit
258-0012/66/F/W2 15JUL2014 18MAR2015 3 09APR2015 9.0 15APR2015
258-0015/65/M/W2 02DEC2014 6.9+ Follow-up 26JUN2015
visit
259-0001/68/F/W2 03JUN2013 24 .9+ Follow-up 18JUN2015
visit
259-0002/54/F/W2 09SEP2013 06JUL2014 3 06JUL2014 10.0 30JUN2014
260-0003/81/M/A7 05NOV2014 8.7+ Ongoing
301-0005/61/M/A2 24MAY2012 14DEC2012 3 24N0OV2012 6.2 14DEC2012
301-0007/55/F/A2 04JAN2013 28MAR2013 2 26MAR2013 2.7

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 25 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
301-0009/55/M/A2 11JAN2013 11MAY2013 3 01MAY2013 3.7 11MAY2013

302-0002/32/F/A2 07NOV2011 15DEC2011 3 15DEC2011 1.3

302-0004/57/M/A2 10JAN2012 21MAR2012 3 21MAR2012 2.4
302-0007/76/M/A2 14FEB2012 25MAR2013 3 23MAR2013 13.5 25MAR2013
302-0008/37/M/A2 28FEB2012 07SEP2012 3 07SEP2012 6.4 07SEP2012
302-0010/45/M/7A2 17APR2012 O8DEC2012 3 08DEC2012 7.9 08DEC2012
302-0011/52/M/A2 24APR2012 06JUN2012 3 06JUN2012 1.5 06JUN2012
302-0015/60/M/A2 16APR2013 10MAR2014 3 10MAR2014 11.0 10MAR2014
302-0016/60/M/A2 16APR2013 28JAN2014 3 28JAN2014 9.6 28JAN2014
302-0019/52/M/7A2 14MAY2013 20MAY2014 3 20MAY2014 12.4 28VMAY2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 26 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31

302-0022/65/M/A2 09JUL2013 050CT2013 3 050CT2013 3.0
302-0023/68/M/A2 10SEP2013 07SEP2014 3 07SEP2014 12.1 07SEP2014
302-0024/66/F/A2 24SEP2013 09APR2015 3 09APR2015 18.8 09APR2015
302-0025/40/M/A2 220CT2013 06JUL2014 3 06JUL2014 8.6 06JUL2014
302-0026/49/M/A2 12N0OV2013 19.5+ Follow-up 18JUN2015

visit

303-0001/50/M/A2 03FEB2012 18FEB2013 3 18FEB2013 12.7 18FEB2013
303-0003/47/M/A2 28N0OV2012 25APR2013 3 20APR2013 4.8 25APR2013
303-0004/18/M/A2 10DEC2012 14MAY2013 3 10MAY2013 5.1 14MAY2013
303-0006/64/M/7A2 10APR2013 25JUL2013 3 25JUL2013 3.6 25JUL2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis
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Page 27 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31

303-0007/50/M/A2 24JUL2013 250CT2013 3 250CT2013 3.1
304-0001/54/M/A2 05NOV2012 04MAR2013 3 08FEB2013 3.2 04MAR2013

304-0005/58/M/A2 05JUN2013 05JUL2013 3 05JUL2013 1.0
305-0002/57/M/A2 14FEB2012 23DEC2013 3 23DEC2013 22.6 23DEC2013
305-0003/50/M/A2 15FEB2012 07AUG2013 3 07AUG2013 18.0 07AUG2013
305-0005/48/M/7A2 21FEB2012 30JUN2015 3 09MAY2012 2.6 30JUN2015
305-0006/65/M/A2 08MAR2012 220CT2012 1 220CT2012 7.6 220CT2012
305-0009/45/F/A2 11APR2012 01AUG2014 3 15JUL2014 27.5 01AUG2014
305-0010/64/F/A2 18APR2012 16SEP2013 3 30AUG2013 16.7 16SEP2013
305-0011/68/M/A2 27APR2012 14DEC2012 3 26N0V2012 7.1 14DEC2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
305-0012/62/F/A2 04MAY2012 38.4+ Follow-up 29JUN2015
visit
305-0014/61/F/A2 10JUL2012 09MAR2013 3 09MAR2013 8.1 09MAR2013
305-0019/35/M/A2 11SEP2012 16N0OV2012 2 13N0V2012 2.1 16N0OV2012
305-0023/54/M/A2 02JAN2013 24SEP2013 3 03SEP2013 8.2 24SEP2013
305-0025/77/F/A2 22JAN2013 02AUG2013 3 02AUG2013 6.4 05AUG2013
305-0026/45/M/A2 26FEB2013 20DEC2013 2 20DEC2013 9.9 20DEC2013
305-0028/73/F/A2 15MAR2013 16JUN2013 3 16JUN2013 3.1
305-0030/61/M/A2 02APR2013 26JUN2014 5 26JUN2014 15.0 26JUN2014
305-0031/29/M/A2 02APR2013 13MAY2013 3 13MAY2013 1.4

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
305-0034/53/M/A2 03JUL2013 24AUG2013 3 24AUG2013 1.8
305-0036/38/M/A2 05SEP2013 22MAY2014 8.7+ Lost to 22MAY2014
Follow-up
305-0037/50/M/A2 240CT2013 30JUL2014 24JUN2014 8.1 30JUL2014
305-0039/36/M/A2 28N0V2013 26DEC2013 26DEC2013 1.0
305-0040/61/M/A2 15N0V2013 27JUN2014 26JUN2014 7.5 27JUN2014
305-0043/70/M/A2 01JUL2014 11.7+ Follow-up 17JUN2015
visit
305-0044/67/M/A2 08JUL2014 11.7+ Follow-up 22JUN2015
visit
305-0045/65/M/A2 170CT2014 O5DEC2014 3 05DEC2014 1.7 O5DEC2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
305-0047/58/M/A2 25DEC2014 28JAN2015 3 28JAN2015 1.2
305-0048/55/M/7A2 24FEB2015 5+ Ongoing
306-0001/56/M/A2 17FEB2012 18NOV2013 3 04NOV2013 20.9 18NOV2013
306-0002/73/M/A2 14FEB2012 10SEP2012 99: Left occipital 21AUG2012 6.3 10SEP2012
lobar hemorrhagewith
intraventricular
hemorrhage
306-0005/69/F/A2 24FEB2012 31JUL2012 3 29JUL2012 5.2 31JUL2012
306-0006/43/M/A2 20MAR2012 14MAY2012 3 14MAY2012 1.9 09JUN2015
306-0007/56/M/7A2 05MAR2012 29N0OV2012 3 28N0OV2012 9.0 29N0OV2012
306-0008/40/M/A2 12MAR2012 22JUN2012 3 12JUN2012 3.1 22JUN2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
306-0011/47/M/A2 15MAR2012 02JUN2012 3 02JUN2012 2.7
306-0012/61/M/A2 02APR2012 11DEC2012 3 22N0V2012 7.8 11DEC2012
306-0014/47/M/A2 19APR2012 20JUN2012 3 20JUN2012 2.1
306-0017/49/M/A2 12JUL2012 22N0V2012 3 16N0V2012 4.3 22N0V2012
306-0019/78/M/A2 22AUG2012 04DEC2012 3 04DEC2012 3.5 04DEC2012
306-0020/63/M/A2 040CT2012 10JUN2013 3 07JUN2013 8.2 10JUN2013
306-0023/68/M/A2 27N0OV2012 24JUL2013 3 28JUN2013 7.1 24JUL2013
306-0026/58/M/A2 04FEB2013 28_5+ Follow-up 09JUN2015
visit
306-0027/67/M/A2 19FEB2013 28+ Follow-up 09JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
306-0030/63/M/A2 23APR2013 06AUG2013 3 18JUL2013 2.9 06AUG2013
306-0031/40/M/A2 15MAY2013 27MAY2014 3 17MAY2014 12.3 27MAY2014

306-0034/65/M/A2 01JUL2013 09AUG2013 3 09AUG2013 1.3
306-0035/48/M/A2 08JUL2013 16DEC2013 3 01DEC2013 4.9 16DEC2013
306-0036/73/M/A2 09JUL2013 30N0V2013 3 25N0V2013 4.7 30N0V2013
306-0038/66/M/A2 21AUG2013 20MAY2014 3 04MAY2014 8.6 20MAY2014
306-0039/62/M/A2 20AUG2013 31DEC2013 3 15DEC2013 3.9 31DEC2013
306-0040/44/F/A2 24SEP2013 143UL2014 3 09JUL2014 9.6 14JUL2014

306-0041/62/M/A2 290CT2013 13MAR2014 3 12MAR2014 4.5
306-0043/56/M/7A2 19MAY2014 300CT2014 3 070CT2014 4.7 300CT2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b

Page 33 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

307-0002/61/M/A2 03NOV2011 16APR2012 3 16APR2012 5.5 17APR2012
307-0003/68/M/A2 10NOV2011 01MAR2013 3 09FEB2013 15.3 01MAR2013
307-0004/60/M/A2 10NOV2011 19MAR2012 3 18MAR2012 4.3 19MAR2012
307-0008/58/M/A2 20DEC2011 020CT2012 3 010CT2012 9.6 020CT2012
307-0011/75/M/A2 07FEB2012 02APR2012 99: Sepsis 02APR2012 1.9 02APR2012
307-0014/61/M/A2 16FEB2012 04JUN2013 3 21MAY2013 15.4 04JUN2013
307-0018/70/M/A2 14JUN2012 14JAN2015 3 14JAN2015 31.5 14JAN2015
307-0020/68/F/A2 16AUG2012 12JUN2015 3 23MAR2013 7.3 11JUN2015
307-0022/60/M/A2 27N0OV2012 13MAY2013 3 18APR2013 4.8 13MAY2013
307-0025/68/M/A2 18DEC2012 25SEP2013 3 25SEP2013 9.4 25SEP2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
307-0026/65/M/A2 27DEC2012 18DEC2013 3 09DEC2013 11.6 18DEC2013
307-0030/53/M/A2 06MAR2013 31MAY2013 3 31MAY2013 2.9
307-0031/60/M/A2 15MAR2013 19DEC2013 3 19DEC2013 9.3
307-0032/74/F/A2 11APR2013 13MAY2013 3 11MAY2013 1.0
307-0037/61/M/A2 030CT2013 02MAY2014 3 19APR2014 6.6 02MAY2014
307-0039/51/M/A2 05NOV2013 12JUN2015 3 160CT2014 11.5 12JUN2015
307-0040/65/M/A2 27MAY2014 05AUG2014 3 04AUG2014 2.3 05AUG2014
307-0043/54/M/7A2 25JUN2014 01NOV2014 99: Hepatic failure 01NOV2014 4.3
307-0044/53/M/A2 27JUN2014 18JUN2015 3 11SEP2014 2.6 18JUN2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.
Cut-off date:

22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction:

23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
307-0045/48/M/A2 07JUL2014 10.3+ Follow-up 12MAY2015
visit
307-0046/46/M/A2 17JUL2014 13MAR2015 3 13MAR2015 8.0 13MAR2015
308-0003/54/M/A2 29JAN2013 10DEC2013 3 10DEC2013 10.5 10DEC2013
308-0005/69/F/A2 30APR2013 10SEP2013 3 10SEP2013 4.5 10SEP2013
309-0001/46/M/A2 12JUN2012 16APR2013 3 04APR2013 9.9 16APR2013
309-0002/56/M/A2 13JUN2012 16N0OV2012 3 270CT2012 4.6 16N0V2012
309-0003/52/F/A2 20JUN2012 26FEB2013 3 29JAN2013 7.5 26FEB2013
309-0004/55/M/A2 25JUN2012 19JUL2012 3 19JUL2012 0.8 19JUL2012
309-0008/38/M/A2 21FEB2013 03JAN2014 3 31DEC2013 10.5 03JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

3]
309-0010/47/M/A2 25MAR2013 28.3+ Follow-up 21JUL2015

visit

309-0011/59/M/A2 08APR2013 10JUL2013 3 02JUL2013 2.9
309-0012/82/M/A2 23MAY2013 29JAN2014 3 31DEC2013 7.4 29JAN2014
309-0015/62/M/A2 24JUN2013 29MAY2014 3 20MAY2014 11.0 29MAY2014
309-0016/72/F/A2 O5SEP2013 13FEB2014 3 14JAN2014 4.4 13FEB2014
309-0017/73/F/A2 02DEC2013 16JUL2014 3 26JUN2014 6.9 16JUL2014
309-0018/82/M/A2 03JUN2014 310CT2014 3 280CT2014 4.9 310CT2014
309-0021/54/F/A2 17JUL2014 16DEC2014 3 28N0V2014 4.5 16DEC2014

309-0025/49/M/A2 25AUG2014 05SEP2014 3 04SEP2014 0.4

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

309-0026/41/M/A2 22SEP2014 26FEB2015 3 15FEB2015 4.9 26FEB2015
309-0028/62/M/A2 03NOV2014 8.2+ Follow-up 06JUL2015

visit
309-0030/33/M/A2 15DEC2014 24FEB2015 20FEB2015 2.3 24FEB2015
309-0031/34/M/A2 25DEC2014 27APR2015 03APR2015 3.3 27APR2015
309-0032/63/M/A2 08JAN2015 01APR2015 30MAR2015 2.7 01APR2015

309-0033/78/F/A2 29JAN2015 5.8+ Ongoing
310-0001/61/M/A2 19JUN2012 10JUN2013 01JUN2013 11.6 10JUN2013
310-0002/55/M/A2 12JUL2012 O5N0OV2012 130CT2012 3.1 O5N0OV2012
310-0003/61/M/A2 06FEB2013 19MAY2014 29APR2014 14.9 19MAY2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
310-0008/49/M/A2 19JUN2013 30AUG2013 3 13AUG2013 1.9 30AUG2013
310-0012/73/M/A2 07NOV2013 19.1+ Follow-up 02JUN2015
visit
310-0013/54/M/A2 03SEP2014 14MAY2015 3 29APR2015 8.0 14MAY2015
311-0002/60/M/A2 14AUG2013 01NOV2013 3 20N0OV2013 3.3 02JUL2015
311-0007/55/M/7A2 18N0OV2013 02DEC2014 3 13NOV2014 12.0 02DEC2014
311-0008/71/M/A2 21MAY2014 09JUL2014 3 1.7 02JUL2015
401-0003/36/M/A7 24JUN2013 30NOV2013 3 24N0OV2013 5.1 29N0OV2013
401-0005/58/M/A7 160CT2013 20AUG2014 3 17MAY2014 7.1 20AUG2014
402-0003/75/M/A7 30APR2013 14N0OV2013 3 08NOV2013 6.4 14NOV2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
402-0006/71/M/A7 02MAY2013 22N0V2013 3 20N0OV2013 6.8 22N0V2013
402-0008/43/M/A7 21MAY2013 02AUG2013 3 22JUL2013 2.1 02AUG2013
402-0009/70/M/A7 16MAY2013 11AUG2013 3 11AUG2013 2.9 11AUG2013
402-0011/64/M/A7 23MAY2013 110CT2013 3 040CT2013 4.5 110CT2013
402-0017/50/M/A7 11JUN2013 16AUG2013 3 09AUG2013 2.0 16AUG2013
402-0018/48/M/A7 24JUN2013 16DEC2013 3 08DEC2013 5.6 04DEC2013
402-0019/54/M/A7 01JUL2013 15N0V2013 3 06NOV2013 4.3 15N0V2013
402-0021/64/M/A7 13AUG2013 22.1+ Follow-up 05JUN2015
visit
402-0024/57/M/A7 27AUG2013 03JAN2014 3 24DEC2013 4.0 03JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
402-0025/58/M/A7 25SEP2013 21JAN2015 08JAN2015 15.7 21JAN2015
402-0027/52/M/A7 040CT2013 28N0OV2013 28N0OV2013 1.9 28N0OV2013
402-0028/60/M/A7 040CT2013 18FEB2014 29JAN2014 3.9 18FEB2014
402-0031/65/M/A7 12N0V2013 19+ Follow-up 05JUN2015
visit
402-0033/63/F/A7 06DEC2013 25APR2014 3 07APR2014 4.1 25APR2014
402-0035/44/M/A7 24DEC2013 25JUN2014 3 02MAY2014 4.3 26MAY2014
403-0001/55/M/A7 22MAY2013 30SEP2013 3 11SEP2013 3.8 30SEP2013
403-0002/52/M/A7 11JUN2013 140CT2013 3 110CT2013 4.1 140CT2013
403-0005/50/F/A7 16JUL2013 06NOV2013 3 280CT2013 3.5 06NOV2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
403-0006/66/M/A7 29JUL2013 03APR2014 5 24MAR2014 8.0 03APR2014
403-0007/65/M/MIX 21AUG2013 12DEC2013 3 05JAN2014 4.6
404-0001/71/M/A7 22JUL2013 11SEP2013 99: Metabolic 11SEP2013 1.7
acidosis
404-0002/56/F/A7 22AUG2013 02JUL2014 3 01JUN2014 9.5 02JUL2014
405-0002/46/M/A7 16APR2013 04JUN2013 2 12MAY2013 0.9
405-0004/38/M/A7 24APR2013 20MAY2014 3 21MAY2014 13.1 30MAY2014
405-0006/62/M/A7 29APR2013 20JUN2013 3 10JUN2013 1.4
405-0007/53/M/A7 07MAY2013 19AUG2014 3 02AUG2014 15.1 19AUG2014
405-0009/50/M/A7 14MAY2013 23AUG2013 3 19AUG2013 3.3 21AUG2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
405-0010/39/M/A7 23MAY2013 21FEB2014 9.2+ Lost to 21FEB2014
Follow-up
405-0011/63/M/A7 13MAY2013 01JUL2014 3 05JUN2014 13.0 01JUL2014
405-0013/45/M/A7 20MAY2013 17JAN2014 8.1+ Lost to 17JAN2014
Follow-up
405-0014/35/M/A7 31MAY2013 12AUG2013 3 19JUL2013 1.7
405-0016/41/M/A7 27MAY2013 143UL2013 3 14JUL2013 1.6
405-0018/70/F/A7 12JUN2013 12AUG2013 3 13JUL2013 1.1
405-0020/69/M/A7 19JUN2013 300CT2014 3 140CT2014 16.1 300CT2014
405-0021/47/M/A7 19JUN2013 070CT2014 3 050CT2014 15.8 070CT2014
405-0022/65/M/A7 04JUL2013 02APR2014 3 17MAR2014 8.6 02APR2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
405-0023/46/M/A7 17JUN2013 11DEC2013 3 10DEC2013 5.9 13DEC2013
405-0025/47/M/A7 26JUN2013 10DEC2013 3 10DEC2013 5.6 10DEC2013
405-0028/67/M/A7 24JUL2013 04JAN2014 3 07DEC2013 4.6 04JAN2014

405-0030/35/M/A7 31JUL2013 O6NOV2013 3 06NOV2013 3.3
405-0032/69/M/A7 23JUL2013 10MAR2015 3 13FEB2015 19.0 10MAR2015
405-0033/43/M/A7 08AUG2013 28APR2014 3 28APR2014 8.8 14MAY2014
405-0034/61/M/A7 08AUG2013 070CT2014 3 070CT2014 14.2 130CT2014
405-0035/66/M/A7 19AUG2013 22+ Follow-up 08JUN2015

visit

405-0039/73/M/A7 13SEP2013 02JUN2014 3 02JUN2014 8.8 18JUN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 44 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

405-0040/65/M/A7 23SEP2013 20.7+ Follow-up 05JUN2015

visit
405-0042/53/M/A7 040CT2013 31DEC2013 3 26DEC2013 2.8 31DEC2013
405-0043/49/M/A7 26SEP2013 20DEC2013 3 20DEC2013 2.9 30DEC2013
405-0044/56/M/A7 25SEP2013 O8DEC2014 3 05DEC2014 14.6 O8DEC2014
501-0001/59/M/A1 13N0OV2013 24JUN2014 3 26MAY2014 6.5 24JUN2014
501-0002/36/F/A1 02DEC2013 19JAN2015 3 16JAN2015 13.7 19JAN2015

501-0005/80/M/A1 23JAN2014 18.2+ Ongoing
501-0006/60/M/A1 13FEB2014 29N0V2014 3 18N0OV2014 9.3 29N0V2014
501-0007/43/M/A1 03MAR2014 11JUL2014 27JUN2014 3.9 11JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
501-0008/76/F/A1 15APR2014 25MAY2015 3 23MAY2015 13.5 25MAY2015
501-0009/62/M/A1 18JUL2014 11.2+ Follow-up 19JUN2015
visit
501-0010/65/M/A1 10SEP2014 02APR2015 3 26MAR2015 6.6 02APR2015
502-0002/65/M/A1 08JAN2014 20JAN2014 99: Respiratory 19JAN2014 0.4
failure
503-0001/32/M/A1 09DEC2013 20MAR2014 3 14FEB2014 2.3 20MAR2014
503-0004/49/M/A1 11MAR2014 18APR2014 3 05APR2014 0.9
503-0006/54/M/A1 06AUG2014 11+ Follow-up 02JUL2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Treatment Group: ADI-PEG 20

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
503-0007/57/M/A1 280CT2014 8.3+ Follow-up 02JUL2015
visit
503-0008/50/M/A1 300CT2014 18MAY2015 3 30APR2015 6.1 18MAY2015
503-0009/57/M/A1 19N0OV2014 29N0V2014 3 29N0OV2014 0.4
504-0001/47/M/A1 17FEB2014 10AUG2014 3 27JUL2014 5.4 10AUG2014
504-0007/32/M/A1 110CT2014 11NOV2014 3 310CT2014 0.7
505-0001/70/M/A1 12AUG2014 01FEB2015 3 24JAN2015 5.5 01FEB2015
506-0002/54/M/A1 12MAY2014 13.9+ Follow-up 02JUL2015
visit
506-0003/66/M/A1 10SEP2014 29APR2015 04APR2015 6.9 29APR2015
506-0004/49/M/A1 270CT2014 15FEB2015 15FEB2015 3.7 15FEB2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group Page 47 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
508-0001/36/M/A1 08JAN2014 15AUG2014 7.3+ Lost to 15AUG2014
Follow-up
508-0003/49/F/A1 17MAR2014 15APR2014 15APR2014 1.0
509-0001/45/M/A1 30APR2014 29AUG2014 06AUG2014 3.3 29AUG2014
509-0002/51/M/A1 26MAY2014 27AUG2014 3.1+ Lost to
Follow-up
510-0002/50/M/A1 23MAY2014 25AUG2014 3 13AUG2014 2.8 25AUG2014
510-0004/72/M/A1 01AUG2014 11.1+ Follow-up 30JUN2015
visit
511-0001/35/M/A1 21JAN2014 30AUG2014 3 25AUG2014 7.2 30AUG2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
511-0002/49/M/A1 11MAR2014 16+ Follow-up 02JUL2015

visit
512-0001/59/M/A1 04MAR2014 04SEP2014 3 04SEP2014 6.2 04SEP2014
513-0001/28/M/A1 09APR2014 22JUL2014 99: Oral cavity 21JUN2014 2.5 22JUL2014
internal hemorrhage

513-0004/46/M/A1 18JUN2014 07AUG2014 2 26JUL2014 1.3 07AUG2014
513-0005/61/M/A1 310CT2014 20MAR2015 3 01MAR2015 4.1 20MAR2015
515-0001/64/M/A1 20FEB2014 01AUG2014 3 17JUL2014 4.9 01AUG2014
515-0003/69/M/A1 13MAY2014 08APR2015 3 05APR2015 10.9 08APR2015

515-0004/52/M/A1 27MAY2014 25SEP2014 3 19SEP2014 3.9

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
515-0006/47/M/A1 05AUG2014 11+ Follow-up 29JUN2015
visit
515-0007/39/M/A1 17SEP2014 09DEC2014 22N0V2014 2.2 09DEC2014
515-0008/60/M/A1 27N0OV2014 04JUN2015 12MAY2015 5.6 04JUN2015
516-0001/45/M/A1 07AUG2014 10.9+ Follow-up 30JUN2015
visit
517-0001/42/M/A1 23DEC2013 19MAR2014 3 02MAR2014 2.3 19MAR2014
517-0002/43/M/A1 26MAR2014 15.4+ Follow-up 01JUL2015
visit
517-0005/46/M/MIX 04JUN2014 08AUG2014 3 28JUL2014 1.8 08AUG2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: ADI-PEG 20

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
517-0006/67/F/A1 20AUG2014 10.5+ Follow-up 01JUL2015
visit
517-0007/66/M/A1 20AUG2014 10DEC2014 15N0V2014 2.9 10DEC2014
517-0008/59/M/A1 22AUG2014 21JAN2015 18JAN2015 5.0 21JAN2015
517-0009/23/M/A1 17SEP2014 09JUN2015 31MAY2015 8.6 09JUN2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 14APR2016 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 51 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
101-0002/70/M/0TH 29JUL2011 07NOV2011 3 04JUN2012 10.4 04JUL2012
101-0004/78/F/A2 05AUG2011 47 .7+ Follow-up 06JUL2015
visit
101-0010/43/M/BL 14SEP2011 20SEP2011 3 270CT2011 1.5 20SEP2012
101-0014/61/M/W2 06JAN2012 260CT2012 3 260CT2012 9.8 O5N0V2013
101-0015/65/M/A4 06JAN2012 03JAN2013 3 03JAN2013 12.1 03JAN2013
101-0017/60/M/W2 21FEB2012 19JAN2013 3 19JAN2013 11.1 19JAN2013
101-0020/86/M/W2 12MAR2012 30DEC2012 3 30DEC2012 9.8 30DEC2012
101-0027/72/M/W2 22MAY2012 11AUG2012 3 11AUG2012 2.7 16AUG2012
101-0031/69/F/W2 17JUL2012 220CT2012 3 15N0V2012 4.1 15N0V2012

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 52 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
101-0034/44/M/0TH 11SEP2012 04DEC2013 3 04DEC2013 15.0 04DEC2013
101-0035/37/M/A6 14SEP2012 27JAN2013 3 25JAN2013 4.5 27JAN2013
101-0043/69/M/W1 220CT2013 26MAY2014 3 26MAY2014 7.2 26MAY2014
101-0051/70/F/W2 27JAN2014 23MAY2014 5 23MAY2014 3.9 23MAY2014
102-0006/66/M/BL 11DEC2013 070CT2014 5 110CT2014 10.2 070CT2014

102-0007/61/M/W2 02JAN2014 09MAY2014 3 19MAY2014 4.6
103-0002/74/M/W2 12DEC2012 O9FEB2015 3 09FEB2015 26.3 10FEB2015
103-0006/57/M/W2 19NOV2014 7+ Follow-up 16JUN2015

visit

104-0002/80/M/W2 07MAY2012 29JUL2013 3 27JUL2013 14.9 29JUL2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
104-0007/89/M/A1 07AUG2013 23.8+ Ongoing
105-0003/57/M/W2 05NOV2013 16JUN2015 19.6+ Study 16JUN2015
completed
105-0006/60/F/BL 29DEC2014 6.9+ Ongoing
108-0003/85/M/W2 19N0OV2012 30N0V2013 3 30NOV2013 12.6 30N0V2013
109-0002/63/M/W2 22MAR2013 27+ Follow-up 10JUN2015
visit
109-0005/64/F/W2 30JUL2013 080CT2013 99: Kidney and heart  080CT2013 2.4
failure
109-0012/21/F/W2 25SEP2014 8.6+ Follow-up 10JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015
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Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31

109-0014/50/F/W2 26JAN2015 03APR2015 5 11APR2015 2.5

111-0003/37/M/A1 08JAN2013 20MAR2013 3 19MAR2013 2.4
112-0010/56/F/W2 06DEC2013 25APR2014 1 26APR2014 4.7 26APR2014
113-0007/74/M/W2 30JAN2014 21JUL2014 3 27JUL2014 6.0 29JUL2014
113-0015/58/F/BL 26N0V2014 7.1+ Follow-up 25JUN2015

visit

114-0001/25/F/0TH 02AUG2012 12N0OV2012 3 05DEC2012 4.2 12N0OV2012
114-0004/54/F/A1 06FEB2013 09JUN2014 3 09JUN2014 16.3 09JUN2014

115-0005/60/M/W2 15MAR2013 07JUN2013 3 16MAY2013 2.1
115-0006/62/M/W2 11APR2013 31JUL2013 3 31JUL2013 3.7 31JUL2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.
[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction:

23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 55 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

115-0007/57/M/W2 19APR2013 25JUN2013 3 23JUN2013 2.2 25JUN2013
115-0010/54/M/7A4 14APR2014 210CT2014 3 210CT2014 6.4 210CT2014
121-0003/65/M/BL 01JUL2014 13MAY2015 3 12JAN2015 6.5 13MAY2015
201-0002/76/M/W2 15MAR2012 070CT2013 3 020CT2013 18.9 070CT2013
201-0006/71/M/W2 12JUL2012 11NOV2013 2 10NOV2013 16.2 11NOV2013
201-0007/71/M/W2 26JUL2012 30JUL2014 3 14JUL2014 24.0 30JUL2014

201-0009/65/M/W2 20JUN2013 25.4+ Ongoing
201-0010/81/F/W2 27JUN2013 27JAN2014 3 26JAN2014 7.1 27JAN2014
201-0014/73/M/W2 17JUL2013 14APR2014 99: Cardiac arrest 18MAR2014 8.2 14APR2014
201-0015/49/M/W2 08AUG2013 300CT2014 99: Renal failure 280CT2014 14.9 300CT2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.
Cut-off date:

22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction:

23JUL2015
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POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 56 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
201-0022/80/F/W2 09MAY2014 13.6+ Follow-up 19JUN2015
visit
203-0004/81/M/W2 30MAR2012 09MAY2013 2 09MAY2013 13.5 09MAY2013
203-0006/76/M/W2 11APR2012 07JUL2012 3 07JUL2012 2.9
203-0007/59/M/W2 04JUN2012 190CT2012 3 020CT2012 4.0
203-0009/73/M/W2 13SEP2012 07JAN2015 3 07JAN2015 28.2 07JAN2015
203-0010/74/M/W2 26SEP2012 33.1+ Follow-up 15JUN2015
visit
203-0014/73/M/W2 23JAN2014 290CT2014 130CT2014 290CT2014
203-0016/57/M/W2 04FEB2014 080CT2014 22SEP2014 080CT2014
203-0019/68/M/W2 22MAY2014 16SEP2014 18AUG2014 - 16SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015
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Treatment Group: Placebo
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
204-0003/64/M/W2 08JUL2013 20JAN2014 1 08JAN2014 6.2 20JAN2014
204-0004/76/F/W2 15SEP2013 23JUL2014 3 25JUN2014 9.5 23JUL2014
205-0002/71/M/W2 24FEB2012 06JUL2012 3 14JUN2012 3.7 06JUL2012
205-0003/79/M/W2 27MAR2012 170CT2013 3 18DEC2013 21.1 170CT2013
205-0005/71/M/W2 20MAR2012 13N0OV2012 3 09NOV2012 7.8 06NOV2012
205-0014/70/M/W2 18JUN2013 020CT2013 3 02NOV2013 4.6 020CT2013
205-0023/72/M/W2 08NOV2013 25JUN2015 5 10JUN2014 7.2 25JUN2015
205-0026/61/F/W2 09FEB2015 4.2+ Follow-up 15JUN2015

visit
205-0028/73/F/W2 27JAN2015 15FEB2015 3 15FEB2015 0.7

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
207-0002/71/M/W2 21MAR2012 020CT2012 3 020CT2012 6.5 030CT2012
207-0007/72/M/W2 02JUL2012 04JAN2013 3 04JAN2013 6.2 04JAN2013
207-0012/67/M/W2 21MAR2013 19MAY2014 3 12APR2014 12.9 19MAY2014
207-0016/82/F/W2 100CT2013 19DEC2014 5 040CT2014 12.0 140CT2014
207-0017/81/F/W2 22N0V2013 09APR2014 3 07MAR2014 3.5
207-0019/55/M/W2 03JUN2014 01AUG2014 3 25JUL2014 1.8
209-0006/68/M/W2 02MAY2013 17JUL2014 3 16JUL2014 14.7 17JUL2014
209-0011/69/M/W2 03DEC2013 18.7+ Follow-up 15JUN2015
visit
209-0014/80/M/W2 17MAR2014 15.3+ Follow-up 17JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

210-0003/74/M/W2 04N0OV2013 22JUL2014 3 18JUL2014 8.6 22JUL2014
210-0004/71/M/W2 08JAN2014 25AUG2014 3 22AUG2014 7.6 25AUG2014
210-0005/53/M/W2 20FEB2014 15JAN2015 3 23DEC2014 10.2 15JAN2015
210-0006/45/M/W2 23JUN2014 26N0V2014 3 26N0V2014 5.2 28N0V2014
251-0002/69/M/W2 07AUG2013 20N0OV2013 5 20N0OV2013 3.5 13N0OV2013
251-0003/68/M/W2 05NOV2013 220CT2014 3 26N0V2014 12.9 07JAN2015
252-0001/65/M/A3 08MAY2012 150CT2012 3 23DEC2012 7.7 150CT2012
252-0004/50/M/7A1 28MAY2013 01SEP2013 3 06SEP2013 3.4 12SEP2013
252-0006/64/M/W2 010CT2013 24APR2015 3 23APR2015 19.0 24APR2015
252-0008/76/M/W2 27MAY2014 14JAN2015 3 07MAR2015 9.5 14JAN2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
252-0010/56/F/W2 04N0OV2014 19MAR2015 3 31MAR2015 4.9 19MAR2015
253-0003/75/M/W2 15JUN2012 26JUN2013 3 30SEP2013 15.8 26JUN2013
253-0004/79/M/W2 07SEP2012 26FEB2013 3 16MAR2013 6.4 26FEB2013
253-0005/74/F/W2 02NOV2012 08JAN2013 3 08MAR2013 4.2 08JAN2013
253-0006/63/M/A3 28DEC2012 01SEP2014 3 09SEP2014 20.7 01SEP2014
253-0011/67/M/W2 060CT2014 9.7+ Ongoing
253-0012/67/M/W2 08DEC2014 20JAN2015 3 20JAN2015 1.5
257-0005/66/M/W2 03JAN2013 22MAY2013 3 19MAY2013 4.6
257-0013/63/M/W2 30MAY2013 07AUG2013 3 07AUG2013 2.3
257-0020/72/M/A1 270CT2014 22DEC2014 3 21JAN2015 2.9

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
258-0002/69/F/W2 11APR2013 14AUG2014 5 21JUL2014 15.6 14AUG2014
258-0003/67/F/W2 15MAY2013 25.5+ Follow-up 17JUN2015

visit

258-0004/66/M/W2 21MAY2013 21JUN2013 3 23JUN2013 1.1
258-0006/69/M/W2 150CT2013 12DEC2013 3 07DEC2013 1.8
258-0013/59/M/W2 11NOV2014 09APR2015 3 21MAR2015 4.4 09APR2015
259-0003/73/M/W2 11JUN2014 06MAY2015 3 10JUL2015 13.2
259-0004/52/M/W2 213UL2014 08SEP2014 3 31DEC2014 5.5
260-0002/66/M/W2 020CT2013 14JUL2014 1 24JUL2014 9.9 27AUG2014
301-0001/47/F/A2 01NOV2011 13MAY2013 3 18APR2013 17.8 13MAY2013

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
301-0003/61/F/A2 01MAR2012 19SEP2012 3 28AUG2012 6.0 19SEP2012
301-0008/53/M/A2 04JAN2013 10JUN2013 3 22MAY2013 4.6 10JUN2013
302-0006/49/M/A2 10JAN2012 27MAR2012 3 24MAR2012 2.5 27MAR2012
302-0009/73/M/A2 17APR2012 10JUL2012 3 04JUL2012 2.6 10JUL2012
302-0012/62/M/A2 24APR2012 110CT2012 3 110CT2012 5.7 110CT2012
302-0013/62/M/A2 26MAR2013 17DEC2013 3 14DEC2013 8.8 17DEC2013
302-0020/52/M/A2 21MAY2013 26N0V2013 3 26N0V2013 6.3 26N0V2013
302-0021/75/F/A2 11JUN2013 14FEB2014 3 14FEB2014 8.3 14FEB2014
304-0003/56/F/A2 14MAR2013 27 .8+ Follow-up 24JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

304-0004/69/M/A2 03JUN2013 070CT2013 3 25SEP2013 3.8 070CT2013
304-0007/72/M/A2 13N0V2013 200CT2014 99: Terminal statge 28SEP2014 10.7 200CT2014

hepatic

encephalopathy

305-0004/79/M/A2 24FEB2012 03JUL2012 3 03JUL2012 4.4 03JUL2012
305-0007/67/M/A2 09MAR2012 0O8NOV2013 3 08NOV2013 20.3 0O8NOV2013
305-0015/84/M/A2 06JUL2012 28N0V2012 3 28N0OV2012 4.9 24DEC2012
305-0016/78/M/A2 10JUL2012 12N0OV2012 3 12NOV2012 4.2 12N0OV2012
305-0021/83/F/A2 22N0V2012 28APR2013 3 23MAR2013 4.1 28APR2013
305-0024/69/M/A2 15JAN2013 08AUG2013 3 08AUG2013 6.9 08AUG2013
305-0033/37/F/A2 02JUL2013 22JUL2014 3 19JUL2014 12.8 22JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN

HERITAGE, OTH =

OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.
Cut-off date:

22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction:

23JUL2015
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Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
305-0035/60/M/A2 28AUG2013 29SEP2014 3 29SEP2014 13.3 29SEP2014
305-0046/60/M/A2 07NOV2014 7.4+ Follow-up 16JUN2015

visit

306-0004/46/M/A2 21FEB2012 07APR2012 3 07APR2012 1.6 07APR2012
306-0010/69/M/A2 21MAR2012 10APR2013 3 30MAR2013 12.5 10APR2013

306-0013/42/M/A2 16APR2012 18JUN2012 3 18JUN2012 2.1
306-0015/73/M/A2 17MAY2012 27MAY2013 3 14MAY2013 12.1 23JUL2013
306-0016/58/M/A2 25JUN2012 140CT2013 3 21SEP2013 15.1 140CT2013
306-0022/56/M/A2 13N0V2012 04FEB2014 3 03FEB2014 14.9 04FEB2014
306-0028/53/M/A2 28MAR2013 16JAN2014 3 23DEC2013 9.0 16JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015
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Treatment Group: Placebo

Overall Survival- Sensitivity Analysis
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Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall If Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

[31
306-0045/60/F/A1 20JUN2014 30JUN2015 3 12JUN2015 11.9 30JUN2015

307-0006/72/M/A2 29N0V2011 23DEC2011 3 23DEC2011 0.8
307-0009/53/M/A2 03JAN2012 12JUN2015 3 29MAR2012 2.9 12JUN2015
307-0012/42/M/A2 07FEB2012 10APR2012 5 10APR2012 2.1 10APR2012
307-0015/75/M/A2 25APR2012 28MAR2013 3 O5MAR2013 10.5 28MAR2013
307-0021/68/M/A2 21AUG2012 21FEB2013 3 10FEB2013 5.8 21FEB2013
307-0028/69/F/A2 14JAN2013 01JUL2013 3 15JUN2013 5.1 01JUL2013
307-0034/48/M/A2 13AUG2013 20FEB2014 3 04FEB2014 5.9 20FEB2014
307-0036/76/M/A2 020CT2013 08JUL2014 3 30JUN2014 9.1 08JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction:

23JUL2015



Polaris Group Page 66 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

3]

307-0042/55/M/A2 19JUN2014 11+ Follow-up 14MAY2015
visit

308-0002/36/F/A2 31DEC2012 18FEB2014 3 16FEB2014 13.8 18FEB2014
308-0004/52/M/A2 O5FEB2013 30APR2015 3 07APR2015 26.4 30APR2015
308-0006/64/M/A2 14MAY2013 28N0V2014 3 14N0OV2014 18.3 28N0V2014
308-0008/47/M/A2 23JUL2013 26DEC2013 3 26DEC2013 5.2 26DEC2013
308-0009/61/M/A2 19JUL2013 12SEP2013 99: Sepsis 12SEP2013 1.9
309-0006/56/M/A2 26N0V2012 11JUN2015 3 24MAY2015 30.3 11JUN2015
309-0007/58/M/A2 17DEC2012 25JUN2013 3 12JUN2013 5.9 25JUN2013
309-0013/45/M/A2 20JUN2013 24N0V2014 3 17NOV2014 17.2 24N0V2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 67 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31

309-0014/39/M/A2 20JUN2013 29JAN2014 3 18JAN2014 7.1 29JAN2014

309-0019/68/M/A2 24JUN2014 13.1+ Ongoing
309-0027/49/M/A2 03N0OV2014 17JUN2015 3 12JUN2015 7.4 17JUN2015
309-0029/50/M/A2 01DEC2014 11MAY2015 3 09APR2015 4.3 11MAY2015
310-0004/50/F/A2 06FEB2013 19AUG2013 5 6.5 19AUG2013
310-0005/59/M/A2 27MAR2013 30DEC2013 3 07DEC2013 8.5 30DEC2013
310-0006/50/F/A2 01MAY2013 130CT2014 3 050CT2014 17.4 130CT2014
310-0007/74/M/7A2 13JUN2013 247+ Follow-up 23JUN2015

visit
310-0009/46/M/A2 07AUG2013 24JAN2014 3 10JAN2014 5.2 24JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 68 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
310-0010/34/F/A2 26AUG2013 25DEC2013 3 11DEC2013 3.6 25DEC2013
310-0011/52/M/A2 240CT2013 20.3+ Follow-up 23JUN2015
visit
310-0014/64/M/A2 24SEP2014 25JUN2015 3 16JUN2015 8.9 25JUN2015
311-0003/44/M/A2 25SEP2013 O3DEC2014 3 22N0V2014 14.1 O3DEC2014
311-0004/68/M/A2 30SEP2013 210CT2013 3 16N0OV2013 1.6
311-0005/58/M/A2 210CT2013 14AUG2014 3 03AUG2014 9.6 14AUG2014
311-0006/73/F/A2 07NOV2013 19MAR2014 3 16MAR2014 4.3 19MAR2014
311-0009/51/F/A2 15JUL2014 11.3+ Follow-up 18JUN2015
visit
311-0010/47/M/A2 02SEP2014 10.8+ Ongoing

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 69 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
3]

311-0011/46/M/A2 300CT2014 7.7+ Follow-up 18JUN2015

visit

311-0012/55/M/A2 29JAN2015 5.8+ Ongoing
401-0001/70/M/A7 04JUN2013 18AUG2013 3 18AUG2013 2.5 18AUG2013
401-0002/56/M/A7 19JUN2013 07MAY2015 5 21FEB2014 8.3 07MAY2015
402-0001/35/M/A7 22APR2013 24JUN2013 3 03AUG2013 3.5 07FEB2014
402-0002/58/M/A7 23APR2013 10JUN2014 3 0O8MAY2014 12.7 10JUN2014
402-0005/70/M/A7 09MAY2013 160CT2013 3 020CT2013 4.9 160CT2013
402-0010/50/M/A7 20MAY2013 25JUL2013 3 13JUL2013 1.8 25JUL2013
402-0022/60/F/A7 19AUG2013 03MAR2014 3 O3MAR2014 6.6 25MAR2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group

POLARIS2009-001 ADI-PEG20

Treatment Group: Placebo

Overall Survival- Sensitivity Analysis

Listing 16.2.6.1b

Page 70 of 74

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
402-0023/57/M/A7 02SEP2013 17JAN2014 29DEC2013 4.0 17JAN2014
402-0029/49/M/A7 11NOV2013 04JAN2014 04JAN2014 1.8 07JAN2014
402-0032/49/F/A7 06DEC2013 01JUL2014 19JUN2014 6.5 01JUL2014
402-0034/43/F/A7 19DEC2013 18.3+ Follow-up 19JUN2015

visit

403-0004/37/M/A7 11JUL2013 07MAY2015 3 01MAY2015 22.0 07MAY2015
404-0003/53/M/A7 10SEP2013 07NOV2013 3 200CT2013 1.4 07NOV2013

404-0004/62/F/A7 150CT2013 25DEC2013 3 25DEC2013 2.4
405-0001/55/M/A7 22APR2013 02APR2014 3 15MAR2014 10.9 02APR2014
405-0005/35/M/A6 24APR2013 20MAY2015 3 01MAY2015 24.6 20MAY2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.
[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.
[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not

assessable,

insufficient data), 99=Other.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored

at this time.

Cut-off date: 22JUL2015.

Executed: 18N0OV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 71 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
405-0012/72/M/A7 15MAY2013 25DEC2013 3 02DEC2013 6.7 26DEC2013
405-0019/62/M/A7 26JUN2013 11AUG2013 3 11AUG2013 1.6
405-0024/69/M/A7 03JUL2013 05AUG2013 3 05AUG2013 1.1
405-0026/67/M/A7 08JUL2013 24FEB2014 3 13FEB2014 7.4 24FEB2014
405-0036/70/M/A7 19AUG2013 15JAN2014 3 15JAN2014 5.0 17FEB2014
405-0041/57/M/A7 13SEP2013 21+ Follow-up 03JUN2015
visit
501-0003/22/M/A1 11DEC2013 28JUL2014 01JUL2014 6.8 28JUL2014
501-0004/26/M/A1 18DEC2013 08AUG2014 31JUL2014 7.5 08AUG2014
501-0011/61/M/A1 25SEP2014 12JAN2015 07JAN2015 3.5 12JAN2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group Page 72 of 74
POLAR1S2009-001 ADI-PEG20
Listing 16.2.6.1b

Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31

502-0001/70/M/A1 13DEC2013 16JAN2014 2 14JAN2014 1.1
502-0003/48/M/A1 14JAN2014 05AUG2014 2 10JUL2014 5.9 05AUG2014
503-0002/71/F/A1 20FEB2014 18MAY2015 3 20APR2015 14.2 18MAY2015
503-0003/47/F/A1 07MAR2014 15JUL2014 5 3.4 15JUL2014
503-0005/72/M/A1 25MAR2014 15.5+ Follow-up 02JUL2015

visit

504-0003/53/M/A1 13MAR2014 09JUN2014 3 16MAY2014 2.2 09JUN2014

504-0005/741/F/A1 03SEP2014 11NOV2014 3 08NOV2014 2.2
504-0006/51/M/A1 04SEP2014 27MAR2015 3 13MAR2015 6.4 27MAR2015
506-0001/43/M/A1 15APR2014 30JUL2014 3 29JUL2014 3.5 30JUL2014

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 73 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last
Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact
31
506-0005/24/M/A1 22DEC2014 26JAN2015 3 20JAN2015 1.0 26JAN2015
507-0001/51/M/A1 243UL2014 11.5+ Follow-up 02JUL2015
visit
507-0002/744/NM/A1 29JUL2014 10NOV2014 99: Respiratory and 10NOV2014 3.5 10NOV2014
circulatory failure
508-0002/64/M/A1 19FEB2014 16APR2014 3 15APR2014 1.9
508-0004/58/M/A1 27AUG2014 30SEP2014 1.2+ Lost to
Follow-up
509-0003/39/M/A1 243UL2014 12JAN2015 3 01JAN2015 5.4 12JAN2015
510-0001/67/M/A1 26FEB2014 16.3+ Follow-up 30JUN2015
visit

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group
POLAR1S2009-001 ADI-PEG20

Page 74 of 74

Listing 16.2.6.1b
Overall Survival- Sensitivity Analysis

Treatment Group: Placebo

Duration
Date of Most of Date of
Subject No./Age[1l]/ Randomizatio Date of Study Probable Date of Overall IT Censored, Last

Gender/Race[2] n Termination Cause of Death Survival Reason Telephone
Death [2] (Months) Contact

31
510-0003/43/M/A1 05JUN2014 27N0V2014 20N0OV2014 5.6 27N0V2014
513-0003/46/M/A1 30APR2014 15JUN2014 12JUN2014 1.5 15JUL2014

515-0005/45/M/A1 23JUN2014 100CT2014 040CT2014 3.5
517-0003/45/M/A1 14MAY2014 18MAR2015 10.3+ Lost to 29JAN2015

Follow-up

517-0010/67/M/A1 12N0OV2014 08APR2015 3 24MAR2015 4.4 08APR2015

[1] Age is calculated to be the integer part of (Date of Informed Consent - Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, Al = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
P1 = NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, W1 = WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2= WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] Most Probable Cause of Death: 1=Cirrhosis, 2=Gl Bleeding, 3=Malignant Disease, 4=Toxicity of Study Medication, 5=Unknown (not
assessable, insufficient data), 99=0ther.

[4] Duration of Overall Survival is calculated as (date of death — date of randomization + 1) / 30. Censored records are indicated
with “+”_. Subjects lost to follow-up are censored at date of last contact. Subjects alive at time of study termination are censored
at this time.

Cut-off date: 22JUL2015.

Executed: 18NOV2015 17:28 Date of Extraction: 23JUL2015



Polaris Group Page 1 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0001 SCREENING/25JUL2011 TL:1/BONE ANTERIOR CHEST CT 15 SLD = 15
/59/M/A2 WALL
SCREENING/25JUL2011 NTL:1/LIVE CT
WEEK12/110CT2011 TL:1/BONE ANTERIOR CHEST CT 17
WALL
WEEK12/110CT2011 NTL:1/LIVE CT Present
Summary: . SLD =17, %CN = 13.33, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK24/03JAN2012 TL:1/BONE ANTERIOR CHEST CT 27
WALL

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 2 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0001 WEEK24/03JAN2012 NTL:1/LIVE CT Present
/59/M/A2
Summary: . SLD =27, %CN = 80, TL: PD,
NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
03JAN2012
101-0005 SCREENING/14JUL2011 TL:1/LIVER CT 36
/77/M/W2
SCREENING/14JUL2011 TL:2/LIVER CT 20
SCREENING/14JUL2011 TL:3/LUNG CT 20
SCREENING/14JUL2011 TL:4/LUNG CT 19 SLD = 95

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 3 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]

Gender/ No./Side Code

Race [2]

101-0005 WEEK12/250CT2011 TL:1/LIVER CT 57

/T77/M/W2
WEEK12/250CT2011 TL:2/LIVER CT 18
WEEK12/250CT2011 TL:3/LUNG CT 30
WEEK12/250CT2011 TL:4/LUNG CT 27
WEEK12/250CT2011 NTL:1/LIVE CT New
WEEK12/250CT2011 NTL:2/LIVE CT New

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 4 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0005 Summary: . SLD =132, %CN = 38.95, TL:
/7T /M/W2 PD, NTL: PD, OR: PD, PD
confirmed: Yes, 250CT2011
101-0006 SCREENING/14JUL2011 TL:1/LIVER CT 29 SLD = 29
/62/M/W2
WEEK12/120CT2011 TL:1/LIVER CT 43
WEEK12/120CT2011 NTL:1/LIVE CT New
WEEK12/120CT2011 NTL:2/LIVE CT New
Summary: . SLD = 43, %CN = 48.28, TL:

PD, NTL: PD, OR: PD, PD
confirmed: Yes, 120CT2011

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 5 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0007 SCREENING/22JUL2011 TL:1/LIVER SERIES 100, IMAGE CT 16
/77/M/A1 20
SCREENING/22JUL2011 TL:2/BONE SERIES 101, IMAGE CT 71 SLD = 87
96
WEEK12/08NOV2011 TL:1/LIVER SERIES 100, IMAGE CT 22
20
WEEK12/08NOV2011 TL:2/BONE SERIES 101, IMAGE CT 73
96
WEEK12/08NOV2011 NTL:1/LIVE SERIES 3, IMAGE 22 CT New
WEEK12/08NOV2011 NTL:2/LIVE SERIES 3, IMAGE 10 CT New

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 6 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0007 Summary: . SLD =95, $CN=9.2, TL: SD,
/77/M/A1 NTL: PD, OR: PD, PD
confirmed: Yes, 08NOV2011
101-0008 SCREENING/19AUG2011 TL:1/LIVER SEGMENT 3 CT 34
/83/M/BL
SCREENING/19AUG2011 TL:2/LIVER SEGMENT 2 CT 17
SCREENING/19AUG2011 TL:3/GI IvC CT 16
SCREENING/19AUG2011 TL:4/GI PERITONEUM CT 28 SLD = 95
WEEK12/12NOV2011 TL:1/LIVER SEGMENT 3 CT 50

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 7 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0008 WEEK12/12NOV2011 TL:2/LIVER SEGMENT 2 CT 24
/83/M/BL
WEEK12/12NOV2011 TL:3/GI IvC CT 17
WEEK12/12NOV2011 TL:4/GI PERITONEUM CT 34
Summary: . SLD =125, $CN = 31.58, TL:
PD, NTL: NotEvaluable, OR:
PD, PD confirmed: Yes,
15NOV2011
101-0009 SCREENING/16AUG2011 TL:1/LIVER SEGMENT 6 CT 34
/82/M/Al

SCREENING/16AUG2011 TL:2/LIVER SEGMENT 7 CT 17

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 8 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0009 SCREENING/16AUG2011 TL:3/LIVER PERITONEAL CT 19 SLD = 70
/82/M/Al
WEEK12/20DEC2011 TL:1/LIVER SEGMENT 6 CT 62
WEEK12/20DEC2011 TL:2/LIVER SEGMENT 7 CT 56
WEEK12/20DEC2011 TL:3/LIVER PERITONEAL CT 21
Summary: . SLD =139, $CN = 98.57, TL:
PD, NTL: NotAssessed, OR:
PD, PD confirmed: Yes,
20DEC2011
101-0011 SCREENING/01NOV2011 TL:1/LIVER SERIES 101 IMAGE CT 85
/715/F/W2 48

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 9 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlsz£SEZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dl?ﬁzyer Summary [4]
Gender/ No./Side Code
Race [2]
101-0011 SCREENING/01NOV2011 TL:2/LUNG SERIES 4 IMAGE 23 CT 11 SLD = 96
/75/F/W2
SCREENING/01NOV2011 NTL:3/LIVE SERIES 101 IMAGE CT
73
UNSCHEDULED/29N0OV201 TL:1/LIVER SERIES 101, IMAGE CT 104
1 48
UNSCHEDULED/29N0OV201 TL:2/LUNG SERIES 4, IMAGE 23 CT 17
1
UNSCHEDULED/29N0OV201 NTL:1/LIVE SERIES 101, IMAGE CT New
1 51
UNSCHEDULED/29N0OV201 NTL:2/LUNG SERIES 4, IMAGE 38 CT New
1

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 10 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0011 UNSCHEDULED/29NOV201 NTL:3/LIVE SERIES 101, IMAGE CT Present
/75/F/W2 1 73
Summary: . SLD =121, $CN = 26.04, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 29N0OV2011
101-0012 SCREENING/18NOV2011 TL:1/LIVER SERIES 100, IMAGE CT 21
/68/M/W2 17
SCREENING/18NOV2011 TL:2/LIVER SERIES 100, IMAGE CT 17 SLD = 38
20
SCREENING/18NOV2011 NTL:1/LIVE CT
SCREENING/18NOV2011 NTL:2/GI CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 11 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0012 WEEK12/18JAN2012 TL:1/LIVER SERIES 100, IMAGE CT 46
/68/M/W2 17
WEEK12/18JAN2012 TL:2/LIVER SERIES 100, IMAGE CT 39
20
WEEK12/18JAN2012 NTL:1/LIVE CT Present
WEEK12/18JAN2012 NTL:2/GI CT Present
Summary: . SLD =85, $CN =123.68, TL:
PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
18JAN2012
101-0013 SCREENING/06JAN2012 TL:1/NODES PORTOCAVAL CT 11 SLD = 11
/66/F/A5 HYPERVASCULAR
NODE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 12 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0013 WEEK12/23MAR2012 TL:1/NODES PORTOCAVAL CT 14
/66/F/A5 HYPERVASCULAR
NODE
Summary: . SLD = 14, %CN = 27.27, TL:
PD, NTL: NotAssessed, OR:
PD, PD confirmed: Yes,
23MAR2012
101-0016 SCREENING/28DEC2011 TL:1/LIVER SEGMENT 4B CT 16 SLD = 16
/61/M/A4
SCREENING/28DEC2011 NTL:1/LIVE MRI
WEEK12/28MAR2012 TL:1/LIVER SEGMENT 4B MRI 17
WEEK12/28MAR2012 NTL:1/LIVE MRI Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 13 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code

Race [2]

101-0016 Summary: . SLD = 17, %CN = 6.25, TL:
/61/M/n4 SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/22JUN2012 TL:1/LIVER SEGMENT 4B MRI 17
WEEK24/22JUN2012 NTL:1/LIVE MRI Present
Summary: . SLD = 17, %CN = 6.25, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK36/11SEP2012 TL:1/LIVER SEGMENT 4B MRI 23
WEEK36/11SEP2012 NTL:1/LIVE MRI Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 14 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code

Race [2]

101-0016 Summary: . SLD = 23, %CN = 43.75, TL:
/61/M/n4 PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,

11SEP2012
WEEK48/04DEC2012 TL:1/LIVER SEGMENT 4B MRI 22
WEEK48/04DEC2012 NTL:1/LIVE MRI UP
Summary: . SLD = 22, %CN = 37.5, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 04DEC2012
WEEK60/05MAR2013 TL:1/LIVER SEGMENT 4B MRI 17
WEEK60/05MAR2013 NTL:1/LIVE MRI UP

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 15 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0016 Summary: . SLD = 17, %CN = 6.25, TL:
/61/M/n4 SD, NTL: PD, OR: PD, PD
confirmed: Yes, 11SEP2012

101-0018 SCREENING/16FEB2012 TL:1/LUNG S4 141 CT 30
/51/M/Al

SCREENING/16FEB2012 TL:2/LUNG S4 131 CT 37

SCREENING/16FEB2012 TL:3/LIVER S101 I65 CT 199

SCREENING/16FEB2012 TL:4/NODES MEDIASTINAL. CT 21 SLD = 287

S101 I26

101-0019 SCREENING/10FEB2012 TL:1/LIVER S100 I10 CT 78
/68/M/W2

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 16 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0019 SCREENING/10FEB2012 TL:2/LIVER $100 I27 CT 30
/68/M/W2
SCREENING/10FEB2012 TL:3/BONE S101 137 CT 103
SCREENING/10FEB2012 TL:4/BONE S101 I33 CT 36 SLD = 247
WEEK12/15MAY2012 TL:1/LIVER S100 I10 CT 81
WEEK12/15MAY2012 TL:2/LIVER S100 I27 CT 24
WEEK12/15MAY2012 TL:3/BONE S101 137 CT 151

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 17 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0019 WEEK12/15MAY2012 TL:4/BONE S101 I33 CT 46
/68/M/W2
Summary: . SLD = 302, $CN = 22.27, TL:
PD, NTL: NotAssessed, OR:
PD, PD confirmed: Yes,
15MAY2012
101-0021 SCREENING/02MAR2012 TL:1/LIVER S100 19 CT 35
/T4 /M/W2
SCREENING/02MAR2012 TL:2/LIVER S100 I11 CT 14 SLD = 49
SCREENING/02MAR2012 NTL:2/LUNG S4 118 CT
SCREENING/02MAR2012 NTL:3/LUNG S4 142 CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 18 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0021 SCREENING/02MAR2012 NTL:4/ CT
/T4/M/W2
SCREENING/02MAR2012 NTL:5/ CT
WEEK12/29MAY2012 TL:1/LIVER S100 I9 CT 35
WEEK12/29MAY2012 TL:2/LIVER S100 I11 CT 13
WEEK12/29MAY2012 NTL:2/LUNG S4 I18 CT Present
WEEK12/29MAY2012 NTL:3/LUNG S4 142 CT Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 19 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0021 WEEK12/29MAY2012 NTL:4/LIVE "ABOVE LIVER" CT New
/T4/M/W2
WEEK12/29MAY2012 NTL:5/LUNG "LUNG R UPPER CT New
LOBE"
Summary: . SLD = 48, %CN = -2.04, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 29MAY2012
101-0022 SCREENING/28FEB2012 TL:1/BONE S10121 CT 29
/55/M/BL
SCREENING/28FEB2012 TL:2/NODES S01I59 CT 82 SLD = 111
SCREENING/28FEB2012 NTL:1/NODE CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 20 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0022 SCREENING/28FEB2012 NTL:2/LIVE CT
/55/M/BL
SCREENING/28FEB2012 NTL:3/LIVE PORTAL VEIN CT
THROMBOSIS
UNSCHEDULED/13APR201 TL:1/BONE SERIES 101, IMAGE CT 29
2 21
UNSCHEDULED/13APR201 TL:2/NODES SERIES 101, IMAGE CT 83
2 59
UNSCHEDULED/13APR201 NTL:1/NODE NOT SPECIFIED CT Present
2
UNSCHEDULED/13APR201 NTL:2/LIVE NOT SPECIFIED CT Present
2

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 21 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0022 UNSCHEDULED/13APR201 NTL:3/LIVE PORTAL VEIN CT Uup
/55/M/BL 2 THROMBOSIS
Summary: . SLD = 112, %CN = 0.9, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 13APR2012
101-0023 SCREENING/30MAR2012 TL:1/LIVER CT 58
/70/M/W2
SCREENING/30MAR2012 TL:2/LIVER CT 21 SLD = 79
SCREENING/30MAR2012 NTL:1/LUNG CT
WEEK12/14JUN2012 TL:1/LIVER CT 62

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 22 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0023 WEEK12/14JUN2012 TL:2/LIVER CT 23
/70/M/W2
WEEK12/14JUN2012 NTL:1/LUNG CT Present
Summary: . SLD = 85, %CN = 7.59, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
101-0024 SCREENING/16APR2012 TL:1/LUNG S4 133 CT 11 SLD = 11
/35/F/A4
SCREENING/16APR2012 NTL:1/LUNG S4 127 CT
SCREENING/16APR2012 NTL:2/LUNG CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 23 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0024 WEEK12/10JUL2012 TL:1/LUNG S4 133 CT 21
/35/F/A4
WEEK12/10JUL2012 NTL:1/LUNG S4 127 CT UP
WEEK12/10JUL2012 NTL:2/LUNG CT Uup
Summary: . SLD = 21, %CN = 90.91, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 10JUL2012
101-0025 SCREENING/20APR2012 TL:1/LUNG SERIES 4, IMAGE 47 CT 40
/57/F/W2
SCREENING/20APR2012 TL:2/LUNG SERIES 4, IMAGE 34 CT 38

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 24 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0025 SCREENING/20APR2012 TL:3/LIVER SERIES 100, IMAGE CT 23
/57/F/W2 27
SCREENING/20APR2012 TL:4/LIVER SERIES 101, IMAGE CT 43
87
SCREENING/20APR2012 TL:5/NODES MEDIASTINAL CT 35 SLD = 179
LYMPH NODE.
SERIES 101, IMAGE
29.
UNSCHEDULED/15JUN201 TL:1/LUNG SERIES 4, IMAGE 47 CT 46
2
UNSCHEDULED/15JUN201 TL:2/LUNG SERIES 4, IMAGE 34 CT 43
2
UNSCHEDULED/15JUN201 TL:3/LIVER SERIES 100, IMAGE CT 18
2 27

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 25 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0025 UNSCHEDULED/15JUN201 TL:4/NODES SERIES 101, IMAGE CT 35
/57/F/W2 2 29
UNSCHEDULED/15JUN201 TL:5/LIVER SERIES 100, IMAGE CT 91
2 87
Summary: . SLD =233, $CN=30.17, TL:
PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
15JUN2012
101-0026 SCREENING/30APR2012 TL:1/LIVER S7 I53 CT 39
/82/M/W2
SCREENING/30APR2012 TL:2/LIVER S6 I26 CT 36 SLD = 75
WEEK12/31JUL2012 TL:1/LIVER S7 153 CT 37

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 26 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0026 WEEK12/31JUL2012 TL:2/LIVER S6 126 CT 36
/82/M/W2
Summary: . SLD = 73, %CN = -2.67, TL:

SD, NTL: NotAssessed, OR:
SD, PD confirmed: No

WEEK24/190CT2012 TL:1/LIVER S7 153 CT 33
WEEK24/190CT2012 TL:2/LIVER S6 126 CT 37
Summary: . SLD = 70, %CN = 0, TL: SD,
NTL: NotEvaluable, OR: SD,
PD confirmed: No
UNSCHEDULED/11JAN201 TL:1/LIVER SERIES 7, IMAGE 53 CT 45
3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 27 of 1121
POLARIS2009-001 ADI-PEG 20

Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0026 UNSCHEDULED/11JAN201 TL:2/LIVER SERIES 6, IMAGE 26 CT 58
/82/M/W2 3
UNSCHEDULED/11JAN201 NTL:1/LIVE PORTAL VEIN. CT New
3 SERIES S5, IMAGE 51
Summary: . SLD =103, $CN=47.14, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 11JAN2013
101-0028 SCREENING/22MAY2012 TL:1/LIVER S101 I66 CT 39
/60/M/W2
SCREENING/22MAY2012 TL:2/LIVER S101 I55 CT 23
SCREENING/22MAY2012 TL:3/NODES UPPER ABDOMINAL CT 28

ADENOPATHY

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 28 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0028 SCREENING/22MAY2012 TL:4/GI RIGHT ADRENAL CT 49
/60/M/W2
SCREENING/22MAY2012 TL:5/LUNG RIGHT LUNG CT 6l SLD = 200

WEEK12/07SEP2012 TL:1/LIVER S101 I66 CT 60

WEEK12/07SEP2012 TL:2/LIVER S101 I55 CT 27

WEEK12/07SEP2012 TL:3/NODES UPPER ABDOMINAL CT 25

ADENOPATHY
WEEK12/07SEP2012 TL:4/GI RIGHT ADRENAL CT 56

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 29 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0028 WEEK12/07SEP2012 TL:5/LUNG RIGHT LUNG CT 62
/60/M/W2
Summary: . SLD =230, $CN =15, TL: SD,
NTL: NotAssessed, OR: SD,
PD confirmed: No
101-0029 SCREENING/15JUN2012 TL:1/NODES LEFT THORACIC CT 24 SLD = 24
/70/M/A1 NODE (S5 I8)
SCREENING/15JUN2012 NTL:1/NODE RETROPERITONEAL CT
NODE S5 I70
WEEK12/28AUG2012 TL:1/NODES LEFT THORACIC CT 24
NODE (S5 I8)
WEEK12/28AUG2012 NTL:1/NODE RETROPERITONEAL CT Uup

NODE S5 I70

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 30 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0029 WEEK12/28AUG2012 NTL:2/NODE RIGHT CT New
/70/M/Al PARATRACHEAL
NODE
Summary: . SLD = 24, %CN =0, TL: SD,
NTL: PD, OR: PD, PD
confirmed: Yes, 28AUG2012
101-0030 SCREENING/18JUN2012 TL:1/LIVER NOT SPECIFIED CT 44
/51/M/W2
SCREENING/18JUN2012 TL:2/LIVER NOT SPECIFIED CT 55 SLD = 99
SCREENING/18JUN2012 NTL:1/LUNG NOT SPECIFIED CT
UNSCHEDULED/05SEP201 TL:1/LIVER NOT SPECIFIED CT 62
2

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 31 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0030 UNSCHEDULED/05SEP201 TL:2/LIVER NOT SPECIFIED CT 73
/51/M/W2 2
UNSCHEDULED/05SEP201 NTL:1/LUNG NOT SPECIFIED CT Uup
2
Summary: . SLD =135, $CN = 36.36, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 05SEP2012
101-0032 SCREENING/11JUL2012 TL:1/LUNG CT 10 SLD = 10
/84 /M/W2
WEEK12/090CT2012 TL:1/LUNG CT 5
Summary: . SLD =5, %CN = -50, TL: PR,

NTL: NotAssessed, OR: PR,
PD confirmed: No

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 32 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0033 SCREENING/13JUL2012 TL:1/LIVER SERIES 101, IMAGE CT 28
/66/F/W2 49
SCREENING/13JUL2012 TL:2/LIVER SERIES 101, IMAGE CT 19 SLD = 47
73
WEEK12/050CT2012 TL:1/LIVER SERIES 101, IMAGE CT 29
49
WEEK12/050CT2012 TL:2/LIVER SERIES 101, IMAGE CT 27
73
Summary: . SLD = 56, %$CN = 19.15, TL:

SD, NTL: NotEvaluable, OR:
SD, PD confirmed: No

WEEK24/04JAN2013 TL:1/LIVER SERIES 101, IMAGE CT 36
49

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 33 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0033 WEEK24/04JAN2013 TL:2/LIVER SERIES 101, IMAGE CT 32
/66/F/W2 73
WEEK24/04JAN2013 NTL:1/LIVE SERIES 5, IMAGE 52 CT New
Summary: . SLD = 68, %CN = 44.68, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 04JAN2013
101-0036 SCREENING/190CT2012 TL:1/LIVER SERIES 4, IMAGE 22 CT 177
/67/M/A4
SCREENING/190CT2012 TL:2/LUNG SERIES 6, IMAGE 40 CT 18
SCREENING/190CT2012 TL:3/LUNG SERIES 6, IMAGE 30 CT 21 SLD = 216

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 34 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0036 SCREENING/190CT2012 NTL:1/NODE LYMPH NODE CT
/67/M/RA4
SCREENING/190CT2012 NTL:2/LIVE LIVER LESION CT
SCREENING/190CT2012 NTL:3/LUNG LUNG LESION CT
UNSCHEDULED/12DEC201 TL:1/LIVER SERIES 4, IMAGE 22 CT 186
2
UNSCHEDULED/12DEC201 TL:2/LUNG SERIES 6, IMAGE 40 CT 36
2
UNSCHEDULED/12DEC201 TL:3/LUNG SERIES 6, IMAGE 30 CT 30
2

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 35 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0036 UNSCHEDULED/12DEC201 NTL:1/NODE SERIES 4, IMAGE 14 CT Uup
/67/M/RA4 2
UNSCHEDULED/12DEC201 NTL:2/LIVE LIVER LESION CT Uup
2
UNSCHEDULED/12DEC201 NTL:3/LUNG LUNG LESION CT Uup
2
Summary: . SLD =252, $CN=16.67, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 12DEC2012
101-0037 SCREENING/30NOV2012 TL:1/LIVER S100 I12 CT 77
/57/M/Al
SCREENING/30NOV2012 TL:2/LIVER 5100 110 CT 23

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 36 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0037 SCREENING/30NOV2012 TL:3/LUNG 5102 120 CT 16
/57/M/Al
SCREENING/30NOV2012 TL:4/LUNG S102 I18 CT 14 SLD = 130
SCREENING/30NOV2012 NTL:1/LIVE CT
101-0038 SCREENING/30JAN2013 TL:1/NODES LYMPH NODE. CT 38
/56/M/W2 SERIES 2, IMAGE 55
SCREENING/30JAN2013 TL:2/GI PERITONEUM. CT 33
SERIES 2, IMAGE 58
SCREENING/30JAN2013 TL:3/GI PERITONEUM. CT 15 SLD = 86

SERIES 2, IMAGE 64

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 37 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0039 Summary: . SLD =109, $CN = 13.54, TL:
/T17/F/W2 SD, NTL: NotEvaluable, OR:
SD, PD confirmed: No
WEEK12/14JUN2012 TL:1/LIVER RT HEPATIC MASS CT 99
(S3 137)
SCREENING/12MAR2013 TL:1/LIVER RT HEPATIC MASS CT 96 SLD = 96
(S3 137)
Summary: . SLD = 99, %CN = 3.13, TL:
SD, NTL: NotAssessed, OR:
SD, PD confirmed: No
WEEK24/07SEP2013 TL:1/LIVER RT HEPATIC MASS CT 109
(S3 137)
WEEK36/27N0OV2013 TL:1/LIVER RT HEPATIC MASS CT 117
(S3 137)

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 38 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0039 Summary: . SLD=117, $CN =21.88, TL:
/T77/F/W2 PD, NTL: NotEvaluable, OR:
PD, PD confirmed: Yes,
27NOV2013
101-0040 SCREENING/10JUN2013 TL:1/LIVER LIVER (S4 I18) CT 20
/60/M/W2
SCREENING/10JUN2013 TL:2/BONE LEFT RIB (S5 I27) CT 56
SCREENING/10JUN2013 TL:3/GI LT ADRENAL (S5 CT 39
I60)
SCREENING/10JUN2013 TL:4/GI RT ADRENAL (S5 CT 19 SLD = 134
I59)
WEEK12/06AUG2013 TL:1/LIVER LIVER (S4 I18) CT 21

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 39 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0040 WEEK12/06AUG2013 TL:2/BONE LEFT RIB (S5 I27) CT 73
/60/M/W2
WEEK12/06AUG2013 TL:3/GI LT ADRENAL (S5 CT 41
160)
WEEK12/06AUG2013 TL:4/GI RT ADRENAL (S5 CT 22
159)
WEEK12/06AUG2013 NTL:1/LIVE LIVER (S5 I60) CT New
Summary: . SLD=157, $CN=17.16, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 06AUG2013
101-0041 SCREENING/12JUL2013 TL:1/NODES SERIES 5, IMAGE 63 CT 43 SLD = 43
/54/M/W2

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 40 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0042 SCREENING/15JUL2013 TL:1/LIVER SERIES 5, IMAGE 52 CT 64
/64/M/W2
SCREENING/15JUL2013 TL:2/LIVER SERIES S5, IMAGE 47 CT 44 SLD = 108
101-0044 SCREENING/110CT2013 TL:1/LIVER SERIES 3, IMAGE 26 CT 23 SLD = 23
/78/M/W2
SCREENING/110CT2013 NTL:1/LIVE SERIES 3, IMAGE 11 CT
WEEK12/27DEC2013 TL:1/LIVER SERIES 3, IMAGE 26 CT 29
WEEK12/27DEC2013 NTL:1/LIVE SERIES 3, IMAGE 11 CT Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 41 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0044 Summary: . SLD = 29, %CN = 26.09, TL:
/78/M/W2 PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
27DEC2013
101-0045 SCREENING/150CT2013 TL:1/LIVER SERIES 5, IMAGE 46 CT 45
/T4/F/W2
SCREENING/150CT2013 TL:2/LIVER SERIES 5, IMAGE 46 CT 12
SCREENING/150CT2013 TL:3/BONE SERIES 5, IMAGE 35 CT 14 SLD = 71

SCREENING/150CT2013 NTL:1/GI PORTAL VEIN - CT
SERIES 5, IMAGE 47

SCREENING/150CT2013 NTL:2/LIVE SERIES 5, IMAGE 52 CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 42 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]

Gender/ No./Side Code

Race [2]

101-0045 SCREENING/150CT2013 NTL:3/BONE SERIES 5, IMAGE 35 CT

/74/F/W2
WEEK12/16JAN2014 TL:1/LIVER SERIES 5, IMAGE 46 CT 73
WEEK12/16JAN2014 TL:2/LIVER SERIES 5, IMAGE 46 CT 15
WEEK12/16JAN2014 TL:3/BONE SERIES 5, IMAGE 35 CT 22
WEEK12/16JAN2014 NTL:1/GI PORTAL VEIN - CT Present

SERIES 5, IMAGE 47

WEEK12/16JAN2014 NTL:2/LIVE SERIES 5, IMAGE 52 CT UP

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 43 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0045 WEEK12/16JAN2014 NTL:3/BONE SERIES 5, IMAGE 35 CT Uup
/74/F/W2
Summary: . SLD =110, $CN = 54.93, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 16JAN2014
101-0046 SCREENING/210CT2013 TL:1/LIVER SERIES S5, IMAGE 51 CT 21
/70/M/0T
H
SCREENING/210CT2013 TL:2/LIVER SERIES 5, IMAGE 48 CT 25 SLD = 46
SCREENING/210CT2013 NTL:1/LUNG SERIES 6, IMAGE 16 CT
SCREENING/210CT2013 NTL:2/BONE SERIES 5, IMAGE 82 CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 44 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0046 WEEK12/02JAN2014 TL:1/LIVER SERIES 5, IMAGE 51 CT 27
/70/M/0T
H
WEEK12/02JAN2014 TL:2/LIVER SERIES 5, IMAGE 48 CT 35
WEEK12/02JAN2014 NTL:1/LUNG SERIES 6, IMAGE 16 CT Uup
WEEK12/02JAN2014 NTL:2/BONE SERIES 5, IMAGE 82 CT Present
Summary: . SLD = 62, %CN = 34.78, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 02JAN2014
101-0047 SCREENING/200CT2013 TL:1/LIVER SERIES 101, IMAGE CT 34
/52/M/W2 17

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 45 of 1121
POLARIS2009-001 ADI-PEG 20

Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0047 SCREENING/200CT2013 TL:2/LIVER SERIES 101, IMAGE CT 6l SLD = 95
/52/M/W2 23
SCREENING/200CT2013 NTL:1/LIVE CT
UNSCHEDULED/16DEC201 TL:1/LIVER SERIES 101, IMAGE CT 39
3 17
UNSCHEDULED/16DEC201 TL:2/LIVER SERIES 101, IMAGE CT 67
3 23
UNSCHEDULED/16DEC201 NTL:1/LIVE NOT SPECIFIED CT Uup
3
Summary: . SLD=106, SCN=11.58, TL:

sD, NTL: PD, OR: PD, PD
confirmed: Yes, 16DEC2013

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 46 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0048 SCREENING/29SEP2013 TL:1/NODES LT HILAR LYMPH CT 24 SLD = 24
/66/F/W2 NODE. SERIES
103D, IMAGE 20
SCREENING/29SEP2013 NTL:1/LUNG SERIES 103K, CT
IMAGE 8
SCREENING/29SEP2013 NTL:2/LUNG SERIES 103, IMAGE CT
18
WEEK12/30DEC2013 TL:1/NODES LT HILAR LYMPH CT 23
NODE. SERIES
103D, IMAGE 20
WEEK12/30DEC2013 NTL:1/LUNG SERIES 103K, CT Present
IMAGE 8
WEEK12/30DEC2013 NTL:2/LUNG SERIES 103, IMAGE CT Uup
18

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 47 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0048 Summary: . SLD = 23, %CN = -4.17, TL:
/66/F/W2 SD, NTL: PD, OR: PD, PD
confirmed: Yes, 30DEC2013
101-0049 SCREENING/230CT2013 TL:1/LIVER SERIES 4, IMAGE 15 CT 10
/71/M/A8
SCREENING/230CT2013 TL:2/GI PERITONEUM: CT 52
SERIES 5, IMAGE 91
SCREENING/230CT2013 TL:3/GI PERITONEUM: CT 41 SLD = 103
SERIES 5, IMAGE
121
SCREENING/230CT2013 NTL:1/GI PERITONEUM: CT

SERIES 4, IMAGE 5

SCREENING/230CT2013 NTL:2/GI PERITONEUM: CT
SERIES 4, IMAGE 9

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 48 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
101-0049 WEEK12/08JAN2014 TL:1/LIVER SERIES 4, IMAGE 15 CT 12
/71/M/A8
WEEK12/08JAN2014 TL:2/GI PERITONEUM: CT 67
SERIES 5, IMAGE 91
WEEK12/08JAN2014 TL:3/GI PERITONEUM: CT 49
SERIES 5, IMAGE
121
WEEK12/08JAN2014 NTL:1/GI PERITONEUM: CT Present
SERIES 4, IMAGE 5
WEEK12/08JAN2014 NTL:2/GI PERITONEUM: CT Present
SERIES 4, IMAGE 9
Summary: . SLD =128, $CN=24.27, TL:

PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
08JAN2014

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 49 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0050 SCREENING/220CT2013 TL:1/LIVER SERIES 5, IMAGE 53 CT 38
/59/M/W2
SCREENING/220CT2013 TL:2/LIVER SERIES S5, IMAGE 51 CT 49
SCREENING/220CT2013 TL:3/NODES SERIES 5, IMAGE 63 CT 52
SCREENING/220CT2013 TL:4/NODES SERIES S5, IMAGE 71 CT 16 SLD = 155
SCREENING/220CT2013 NTL:1/LUNG SERIES 6, IMAGE 21 CT
UNSCHEDULED/05DEC201 TL:1/LIVER SERIES 5, IMAGE 53 CT 39

3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 50 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
101-0050 UNSCHEDULED/OS5DEC201 TL:2/LIVER SERIES S5, IMAGE 51 CT 49
/59/M/W2 3
UNSCHEDULED/05DEC201 TL:3/NODES SERIES 5, IMAGE 63 CT 69
3
UNSCHEDULED/05DEC201 TL:4/NODES SERIES 5, IMAGE 71 CT 34
3
UNSCHEDULED/05DEC201 NTL:1/LUNG SERIES 6, IMAGE 21 CT Present
3
Summary: . SLD =191, $CN = 23.23, TL:
PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
05DEC2013
102-0001 SCREENING/03APR2012 TL:1/LIVER MULTIFOCAL MRI 23 SLD = 23
/53/M/BL

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 51 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
102-0001 SCREENING/03APR2012 NTL:1/LIVE THROMBOSIS OF MRI
/53/M/BL LEFT PORTAL VEIN
WEEK12/07JUN2012 TL:1/LIVER MULTIFOCAL MRI Uup
WEEK12/07JUN2012 NTL:1/LIVE THROMBOSIS OF MRI Uup
LEFT PORTAL VEIN
Summary: . SLD = ., 5CN = ., TL: PD,
NTL: PD, OR: PD, PD
confirmed: Yes, 07JUN2012
102-0003 SCREENING/07SEP2012 TL:1/LIVER DOME OF RT LOBE OF CT 34
/63/M/BL LIVER
SCREENING/07SEP2012 TL:2/LIVER LATERAL PART OF RT CT 27
LOBE (LARGER
HYPODENSITY)

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 52 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
102-0003 SCREENING/07SEP2012 TL:3/LIVER LATERAL PART OF CT 19
/63/M/BL RIGHT LOBE
(SMALLER
HYPODENSITY)
SCREENING/07SEP2012 TL:4/LIVER INFERIOR PART OF CT 27 SLD = 107

RIGHT LOBE OF
LIVER (SEGMENT
5/6)

WEEK12/23N0OV2012 TL:1/LIVER DOME OF RT LOBE OF CT NE
LIVER

WEEK12/23N0OV2012 TL:2/LIVER LATERAL PART OF RT CT NE
LOBE (LARGER
HYPODENSITY)

WEEK12/23NOV2012 TL:3/LIVER LATERAL PART OF CT NE
RIGHT LOBE
(SMALLER
HYPODENSITY)

WEEK12/23N0OV2012 TL:4/LIVER INFERIOR PART OF CT NE
RIGHT LOBE OF
LIVER (SEGMENT
5/6)

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 53 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
102-0003 Summary: . SLD = ., %CN = ., TL: PD,
/63/M/BL NTL: PD, OR: PD, PD
confirmed: Yes, 23N0OV2012
102-0008 SCREENING/02JAN2014 TL:1/LIVER LARGE MASS IN CT 153
/64/M/BL RIGHT LOBE OF
LIVER
SCREENING/02JAN2014 TL:2/LIVER SMALL MASS IN CT 23 SLD = 176
ANTERIOR RIGHT
LOBE OF LIVER
102-0009 SCREENING/030CT2014 TL:1/SOFTT ANTERIOR CT 55
/58/M/W2 SUPERIOR
MEDIASTINAL MASS
SCREENING/030CT2014 TL:2/SOFTT ANTERIOR CT 50
INFERIOR
MEDIASTINAL MASS
SCREENING/030CT2014 TL:3/LIVER LIVER MASS CT 145
CLUSTER

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 54 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
102-0009 SCREENING/030CT2014 TL:4/NODES PORTACAVAL LYMPH CT 68
/58/M/W2 NODE
SCREENING/030CT2014 TL:5/SOFTT L3 LEFT VERTEBRAL CT 50 SLD = 368
SOFT TISSUE MASS
SCREENING/030CT2014 NTL:1/ASCI ABDOMINAL PELVIC CT
ASCITES (SMALL
AMOUNT)
UNSCHEDULED/09DEC201 TL:1/SOFTT ANTERIOR CT 61
4 SUPERIOR
MEDIASTINAL MASS
UNSCHEDULED/09DEC201 TL:2/SOFTT ANTERIOR CT 64
4 INFERIOR
MEDIASTINAL MASS
UNSCHEDULED/09DEC201 TL:3/LIVER LIVER MASS CT 159
4 CLUSTER

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 55 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
102-0009 UNSCHEDULED/O9DEC201 TL:4/NODES PORTACAVAL LYMPH CT 65
/58/M/W2 4 NODE
UNSCHEDULED/09DEC201 TL:5/SOFTT L3 LEFT VERTEBRAL CT 54
4 SOFT TISSUE
UNSCHEDULED/09DEC201 NTL:1/ASCI ABDOMINAL PELVIC CT Present
4 ASCITIES (TRACE)
WEEK12/09DEC2014 NTL:2/PLEU RIGHT PLEURAL CT New
EFFUSION
UNSCHEDULED/09DEC201 NTL:2/PLEU PLEURAL EFFUSION CT New
4
WEEK12/09DEC2014 NTL:3/SOFT LEFT ADRENAL MASS CT New
(42 MM)

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 56 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
102-0009 UNSCHEDULED/O9DEC201 NTL:3/SOFT LEFT ADRENAL MASS CT New
/58/M/W2 4 (42 MM)
Summary: . SLD = 403, %CN = 9.51, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 09DEC2014
103-0001 SCREENING/07MAY2012 TL:1/LIVER SEGMENT 5 AND/OR CT 32
/56/M/W2 8
SCREENING/07MAY2012 TL:2/LIVER SEGMENT 6 CAUDAL CT 42 SLD = 74
TIP
WEEK12/26JUL2012 TL:1/LIVER SEGMENT 5 AND/OR CT 41
8
WEEK12/26JUL2012 TL:2/LIVER SEGMENT 6 CAUDAL CT 42
TIP

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 57 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
103-0001 Summary: . SLD = 83, %CN = 12.16, TL:
/56/M/W2 PD, NTL: NotAssessed, OR:
PD, PD confirmed: Yes,
26JUL2012
103-0003 SCREENING/11FEB2013 TL:1/LIVER LIVER DOME CT 29 SLD = 29
/66/M/W2
WEEK12/29APR2013 TL:1/LIVER LIVER DOME CT NE
Summary: . SLD = ., %CN = ., TL:
NotEvaluable, NTL:
NotEvaluable, OR:
NotEvaluable, PD
confirmed: No
WEEK24/23JUL2013 TL:1/LIVER LIVER CT UP
Summary: . SLD = ., $CN = ., TL: PD,

NTL: NotEvaluable, OR: PD,
PD confirmed: Yes,
23JUL2013

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 58 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
103-0004 SCREENING/14APR2014 TL:1/LIVER SEGMENT 2/3 CT 17 SLD = 17
/40/F/Al
SCREENING/14APR2014 NTL:1/LUNG MULTIPLE LUNG CT
NODULES
UNSCHEDULED/03JUN201 TL:1/LIVER SEGMENT 2/3 MRI NE
4
UNSCHEDULED/03JUN201 NTL:2/BONE C6-C7 EPIDURAL MRI New
4 TUMOR
Summary: . SLD = ., %CN = ., TL:
NotAssessed, NTL: PD, OR:
PD, PD confirmed: Yes,
03JUN2014
104-0003 SCREENING/16JUL2012 TL:1/LIVER RIGHT LOBE CT 100 SLD = 100
/56/F/W2 ARTERIAL IMG94

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 59 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
104-0004 SCREENING/010CT2012 TL:1/LIVER INFERIOR RIGHT CT 50 SLD = 50
/T4/M/W2 HEPATIC
LOBE (SEGMENTS 5
ANDG)
104-0008 SCREENING/31AUG2013 TL:1/LIVER MEDIAL LEFT CT 45
/55/M/P1I HEPATIC
SCREENING/31AUG2013 TL:2/NODES PERIPANCREATIC CT 39
NODE
SCREENING/31AUG2013 TL:3/NODES PERINEPHRIC NODE CT 26 SLD = 110
WEEK12/29N0OV2013 TL:1/LIVER MEDIAL LEFT CT 58
HEPATIC
WEEK12/29N0OV2013 TL:2/NODES PERIPANCREATIC CT 40
NODE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = & Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 60 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
104-0008 WEEK12/29N0OV2013 TL:3/NODES PERINEPHRIC NODE CT 30
/55/M/PI
Summary: . SLD =128, $CN=16.36, TL:
SD, NTL: NotAssessed, OR:
SD, PD confirmed: No
104-0010 SCREENING/04JAN2014 TL:1/LUNG RIGHT UPPER LOBE CT 22
/71/F/A8
SCREENING/04JAN2014 TL:2/LUNG LEFT POSTERIOR CT 23 SLD = 45
UPPER LOBE
WEEK12/29MAR2014 TL:1/LUNG RIGHT UPPER LOBE CT 20
WEEK12/29MAR2014 TL:2/LUNG LEFT POSTERIOR CT 22

UPPER LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 61 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
104-0010 Summary: . SLD = 42, %CN = -6.67, TL:
/71/F/A8 SD, NTL: NotAssessed, OR:
SD, PD confirmed: No
WEEK24/25JUN2014 TL:1/LUNG RIGHT UPPER LOBE CT 36
WEEK24/25JUN2014 TL:2/LUNG LEFT POSTERIOR CT 18

UPPER LOBE

Summary: . SLD = 54, %CN = 28.57, TL:
SD, NTL: NotAssessed, OR:
SD, PD confirmed: No

WEEK36/17SEP2014 TL:1/LUNG RIGHT UPPER LOBE CT 27

WEEK36/17SEP2014 TL:2/LUNG LEFT POSTERIOR CT 15
UPPER LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 62 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
104-0010 WEEK36/17SEP2014 NTL:1/LUNG MEDIAL RIGHT CT New
/71/F/A8 UPPER LOBE
Summary: . SLD = 42, %CN = 0, TL: PD,
NTL: PD, OR: PD, PD
confirmed: Yes, 17SEP2014
104-0012 SCREENING/13SEP2014 TL:1/LIVER HEPATIC DOME CT 30
/78/F/A2 LESION RIGHT LOBE
SEG 8
SCREENING/13SEP2014 TL:2/LIVER SEGMENT 7, CT 29 SLD = 59

POSTERIOR SEG,
RIGHT HEPATIC
LOBE

UNSCHEDULED/29NOV201 TL:1/LIVER SEGMENT 7, CT 31
4 POSTERIOR SEG,
RIGHT HEPATIC
LOBE

UNSCHEDULED/29NOV201 TL:2/LIVER SEGMENT 7, CT 44
4 POSTERIOR SEG,
RIGHT HEPATIC
LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 63 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
104-0012 UNSCHEDULED/29NOV201 NTL:1/BONE T9 VERTEBRAL BODY CT New
/78/F/A2 4
Summary: . SLD = 75, %CN = 27.12, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 29N0OvV2014
106-0001 SCREENING/24FEB2012 TL:1/LIVER LEFT LOBE OF LIVER CT 110
/42/F/W2
SCREENING/24FEB2012 TL:2/LIVER RIGHT LOBE OF CT 134
LIVER
SCREENING/24FEB2012 TL:3/SOFTT RIGHT ADRENAL CT 44
GLAND
SCREENING/24FEB2012 TL:4/SOFTT LEFT ADRENAL CT 20 SLD = 308
GLAND

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 64 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
106-0001 WEEK12/14MAY2012 TL:1/LIVER LEFT LOBE OF LIVER CT 136
/42/F/W2
WEEK12/14MAY2012 TL:2/LIVER RIGHT LOBE OF CT 138
LIVER
WEEK12/14MAY2012 TL:3/SOFTT RIGHT ADRENAL CT 54
GLAND
WEEK12/14MAY2012 TL:4/SOFTT LEFT ADRENAL CT 31
GLAND
Summary: . SLD = 359, $CN=16.56, TL:

SD, NTL: NotEvaluable, OR:
SD, PD confirmed: No

WEEK24/29JUN2012 TL:1/LIVER LEFT LOBE OF LIVER CT 169

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 65 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
106-0001 WEEK24/29JUN2012 TL:2/LIVER RIGHT LOBE OF CT 164
/42/F/W2 LIVER
WEEK24/29JUN2012 TL:3/SOFTT RIGHT ADRENAL CT 54
GLAND
WEEK24/29JUN2012 TL:4/SOFTT LEFT ADRENAL CT 38
GLAND
Summary: . SLD = 425, $CN = 37.99, TL:
PD, NTL: NotAssessed, OR:
PD, PD confirmed: Yes,
29JUN2012
107-0002 SCREENING/08AUG2012 TL:1/NODES LEFT PERIAORTIC CT 37
/71/M/W2
SCREENING/08AUG2012 TL:2/LIVER RIGHT HEPATIC CT 23
DOME

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 66 of 1121
POLARIS2009-001 ADI-PEG 20

Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
107-0002 SCREENING/08AUG2012 TL:3/LIVER RIGHT HEPATIC CT 19 SLD = 79
/71/M/W2 LOBE
SCREENING/08AUG2012 NTL:1/LIVE INFERIOR RIGHT CT
LOBE
WEEK12/07NOV2012 TL:1/NODES LEFT PERIAORTIC CT 477
WEEK12/07NOV2012 TL:2/LIVER RIGHT HEPATIC CT 20
DOME
WEEK12/07NOV2012 TL:3/LIVER RIGHT HEPATIC CT 19
LOBE
WEEK12/07NOV2012 NTL:1/LIVE INFERIOR RIGHT CT Present
LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 67 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
107-0002 WEEK12/07NOV2012 NTL:2/NODE AORTOCAVAL CT New
/71/M/W2
Summary: . SLD = 86, %CN = 8.86, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 07NOV2012
107-0003 SCREENING/07FEB2013 TL:1/LIVER RIGHT POSTERIOR CT 150
/73/M/BL SEGMENT
SCREENING/07FEB2013 TL:2/LUNG LEFT LOWER LOBE CT 14 SLD = 164
SCREENING/07FEB2013 NTL:1/LIVE HEPATIC METS CT
SCREENING/07FEB2013 NTL:2/LUNG PULMONARY METS CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 68 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
107-0004 SCREENING/26FEB2013 TL:2/NODES AORTOCAVAL CT 69
/63/M/W2

SCREENING/26FEB2013 TL:3/GI LEFT ADRENAL MASS CT 146

SCREENING/26FEB2013 TL:4/LIVER LATERAL SEGMENT CT 20 SLD = 235

DOME
SCREENING/26FEB2013 NTL:1/LIVE HYPERENHANCING CT
HEPATIC LESIONS
SCREENING/26FEB2013 NTL:2/LIVE ABLATION DEFECT CT
POSTERIOR

HEPATIC DOME

WEEK12/21MAY2013 TL:2/NODES AORTOCAVAL CT 77

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 69 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
107-0004 WEEK12/21MAY2013 TL:3/GI LEFT ADRENAL MASS CT 146
/63/M/W2

WEEK12/21MAY2013 TL:4/LIVER LATERAL SEGMENT CT 20

DOME
WEEK12/21MAY2013 NTL:1/LIVE HYPERENHANCING CT Present
HEPATIC LESIONS
WEEK12/21MAY2013 NTL:2/LIVE ABLATION DEFECT CT Present
POSTERIOR
HEPATIC DOME
Summary: . SLD = 243, SCN = 3.4, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

107-0006 SCREENING/17APR2013 TL:1/LIVER POSTERIOR CT 16
/60/M/W2 SEGMENT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 70 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
107-0006 SCREENING/17APR2013 TL:2/LIVER INFERIOR RIGHT CT 12
/60/M/W2 HEPATIC MARGIN
SCREENING/17APR2013 TL:3/NODES PORTACAVAL CT 34 SLD = 62
WEEK12/29JUL2013 TL:1/LIVER POSTERIOR CT 26
SEGMENT
WEEK12/29JUL2013 TL:2/LIVER INFERIOR RIGHT CT 30
HEPATIC MARGIN
WEEK12/29JUL2013 TL:3/NODES PORTACAVAL CT 68
WEEK12/29JUL2013 NTL:1/LIVE MULTIPLE NEW CT New
HYPERENHANCING
LESIONS

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 71 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
107-0006 WEEK12/29JUL2013 NTL:2/BONE LYTIC LEFT RIB CT New
/60/M/W2 LESION
WEEK12/29JUL2013 NTL:3/LUNG RIGHT LOWER LOBE CT New
Summary: . SLD = 124, SCN = 100, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 29JUL2013
108-0001 SCREENING/13MAR2012 TL:1/NODES RIGHT GROIN 1 CT 58
/60/F/W2
SCREENING/13MAR2012 TL:2/NODES RIGHT GROIN 2 CT 27
SCREENING/13MAR2012 TL:3/NODES RIGHT GROIN 3 CT 25 SLD = 110

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 72 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
108-0001 SCREENING/13MAR2012 NTL:1/LUNG LUNG NODULE CT
/60/F/W2

WEEK12/04MAY2012 TL:1/NODES RIGHT GROIN 1 CT 70

WEEK12/04MAY2012 TL:2/NODES RIGHT GROIN 2 CT 45

WEEK12/04MAY2012 TL:3/NODES RIGHT GROIN 3 CT 32

WEEK12/04MAY2012 NTL:1/LUNG LUNG NODULE CT UpP

Summary: . SLD =147, $CN = 33.64, TL:

PD, NTL: PD, OR: PD, PD
confirmed: Yes, 18JUN2012

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 73 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
108-0002 SCREENING/29MAY2012 TL:1/LIVER LIVER LESION #1 CT 31
/78/M/BL
SCREENING/29MAY2012 TL:2/LIVER LIVER LESION #2 CT 28 SLD = 59
SCREENING/29MAY2012 NTL:1/LIVE LIVER CT
UNSCHEDULED/05JUL201 TL:1/LIVER LIVER LESION #1 CT 34
2
UNSCHEDULED/05JUL201 TL:2/LIVER LIVER LESION #2 CT 41
2
UNSCHEDULED/05JUL201 NTL:1/LIVE LIVER CT Uup
2

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 74 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
108-0002 Summary: . SLD = 75, %CN = 27.12, TL:
/78/M/BL PD, NTL: PD, OR: PD, PD
confirmed: Yes, 10JUL2012
108-0004 SCREENING/17APR2013 TL:1/LIVER RIGHT PORTAL VEIN CT 37
/61/M/W2 TUMOR
SCREENING/17APR2013 TL:2/LIVER SEGMENT 7 CT 16 SLD = 53
UNSCHEDULED/16MAY201 TL:1/LIVER RIGHT PORTAL VEIN CT 54
3 TUMOR
UNSCHEDULED/16MAY201 TL:2/LIVER SEGMENT 7 CT 12
3
Summary: . SLD = 66, %CN = 24.53, TL:

PD, NTL: NotEvaluable, OR:
PD, PD confirmed: No

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 75 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion , ,
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
108-0005 SCREENING/26APR2013 TL:1/LIVER LIVER #1 CT 124
/68/M/W2
SCREENING/26APR2013 TL:2/LIVER LIVER #2 CT 67 SLD = 191
SCREENING/26APR2013 NTL:1/BONE BONE LESIONS CT
SCREENING/26APR2013 NTL:2/HEAD RADIATED SINUS CT
LESION
UNSCHEDULED/14JUN201 TL:1/LIVER LIVER#1 CT 125
3
UNSCHEDULED/14JUN201 TL:2/LIVER LIVER #2 CT 65
3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 76 of 1121
POLARIS2009-001 ADI-PEG 20

Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
108-0005 UNSCHEDULED/14JUN201 NTL:/BONE BONE LESIONS CT Present
/68/M/W2 3
UNSCHEDULED/14JUN201 NTL:/HEADS& RADIATED SINUS CT Present
3 LESIONS
Summary: . SLD =190, $CN =0, TL: SD,
NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK12/29JUL2013 TL:1/LIVER LIVER #1 CT 137
WEEK12/29JUL2013 TL:2/LIVER LIVER #2 CT 74
WEEK12/29JUL2013 NTL:1/BONE BONE LESIONS CT Uup

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 77 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
108-0005 WEEK12/29JUL2013 NTL:2/HEAD RADIATED SINUS CT Present
/68/M/W2 LESION
Summary: . SLD =211, $CN=10.47, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 29JUL2013
108-0008 SCREENING/22SEP2014 TL:1/BONE RIB CT 51
/77/M/W2
SCREENING/22SEP2014 TL:2/LIVER LIVER: SEGMENT 8, CT 29
RIGHT LOBE
SCREENING/22SEP2014 TL:3/LIVER LIVER; LEFT LOBE CT 34 SLD = 114
SCREENING/22SEP2014 NTL:1/LIVE INNUMERABLE CT
LIVER

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 78 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
108-0008 UNSCHEDULED/17NOV201 TL:1/BONE RIB CT 52
/77/M/W2 4
UNSCHEDULED/17NOV201 TL:2/LIVER LIVER: SEGMENT 8, CT 28
4 RIGHT LOBE
UNSCHEDULED/17NOV201 TL:3/LIVER LIVER: LEFT LOBE CT 37
4
UNSCHEDULED/17NOV201 NTL:1/LIVE INNUMERABLE CT Present
4 LIVER
Summary: . SLD = 117, %CN = 2.63, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK12/29DEC2014 TL:1/BONE RIB CT 54

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 79 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
108-0008 WEEK12/29DEC2014 TL:2/LIVER LIVER: SEGMENT 8, CT 28
/77/M/W2 RIGHT LOBE

WEEK12/29DEC2014 TL:3/LIVER LIVER; LEFT LOBE CT 44

WEEK12/29DEC2014 NTL:1/LIVE INNUMERABLE CT Present

LIVER
Summary: . SLD=126, SCN=10.53, TL:
SD, NTL:

IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/17MAR2015 TL:1/BONE RIB CT 58

WEEK24/17MAR2015 TL:2/LIVER LIVER: SEGMENT 8, CT 30
RIGHT LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 80 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
108-0008 WEEK24/17MAR2015 TL:3/LIVER LIVER; LEFT LOBE CT 67
/77/M/W2
WEEK24/17MAR2015 NTL:1/LIVE INNUMERABLE CT Present
LIVER
Summary: . SLD =155, $CN = 35.96, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 17MAR2015
109-0003 Summary: . SLD = 116, SCN = 90.16,
/68/M/W2
SCREENING/06MAY2013 TL:1/LIVER RIGHT UPPER LOBE CT 15
SCREENING/06MAY2013 TL:2/LIVER RIGHT LOWER LOBE CT 19

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 81 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0003 SCREENING/06MAY2013 TL:3/LIVER MEDIAL RIGHT LOBE CT 43 SLD = 77
/68/M/W2 LIVER MASS
SCREENING/06MAY2013 NTL:1/LIVE DOMINANT CT
INFILTRATIVE
LIVER MASS
SCREENING/06MAY2013 NTL:2/LIVE R POSTERIOR CT
INFERIOR LIVER
LESION
SCREENING/06MAY2013 NTL:3/LIVE R MIDDLE LOBE CT
NODULE
SCREENING/06MAY2013 NTL:4/LIVE RIGHT LOWER LOBE CT
NODULES
UNSCHEDULED/01JUL201 TL:1/LIVER RIGHT UPPER LOBE CT 23

3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 82 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
109-0003 UNSCHEDULED/01JUL201 TL:2/LIVER RIGHT LOWER LOBE CT 32
/68/M/W2 3
UNSCHEDULED/01JUL201 TL:3/LIVER MEDIAL RIGHT LOBE 6l
3 LIVER MASS
WEEK12/01JUL2013 TL:3/ MEDIAL RIGHT LOBE CT 6l
LIVER MASS
UNSCHEDULED/01JUL201 NTL:1/LIVE DOMINANT CT Uup
3 INFILTRATIVE
LIVER MASS
UNSCHEDULED/01JUL201 NTL:2/LIVE RIGHT POSTERIOR CT Present
3 INFERIOR LIVER
LESION
UNSCHEDULED/01JUL201 NTL:3/LIVE RIGHT MIDDLE LOBE CT Uup
3 NODULE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 83 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0003 UNSCHEDULED/01JUL201 NTL:4/LIVE RIGHT LOWER LOBE CT Uup
/68/M/W2 3 NODULES
UNSCHEDULED/01JUL201 NTL:5/LIVE CAUDATE LESION CT New
3
UNSCHEDULED/01JUL201 NTL:5/LIVE RIGHT LOWER LOBE CT New
3 NODULE
Summary: . SLD =61, $CN =-20.78, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 01JUL2013
109-0004 SCREENING/12JUL2013 TL:1/LIVER RIGHT LIVER MASS CT 88
/57/M/W2
SCREENING/12JUL2013 TL:2/BONE L5 SPINOUS CT 35
PROCESS BONE
LESION

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 84 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0004 SCREENING/12JUL2013 TL:3/BONE RIGHT ILIAC WING CT 75 SLD = 198
/57/M/W2 LESION

SCREENING/12JUL2013 NTL:1/LIVE RIGHT HEPATIC CT

VEIN TUMOR
THROMBUS
SCREENING/12JUL2013 NTL:2/LUNG RIGHT UPPER LOBE, CT

LEFT UPPER LOBE,
RIGHT MIDDLE
LOBE, RIGHT LOWER
LOBE PULMONARY
NODULES

SCREENING/12JUL2013 NTL:3/BONE SACRAL BONE CT
LESION

SCREENING/12JUL2013 NTL:4/BONE LEFT FOURTH RIB CT
LESION

SCREENING/12JUL2013 NTL:5/BONE RIGHT FIFTH CT
POSTERIOR RIB
LESION

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = & Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 85 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0004 SCREENING/12JUL2013 NTL: 6/BONE SATELLITE NODULE CT
/57/M/W2 ADJACENT TO L5
BONE LESION
WEEK12/070CT2013 TL:1/LIVER RIGHT LIVER MASS CT 104
WEEK12/070CT2013 TL:2/BONE L5 SPINOUS CT 35
PROCESS BONE
LESION
WEEK12/070CT2013 TL:3/BONE RIGHT ILIAC WING CT 75
LESION
WEEK12/070CT2013 NTL:1/LIVE RIGHT HEPATIC CT Present
VEIN TUMOR
THROMBUS
WEEK12/070CT2013 NTL:2/LUNG RIGHT UPPER LOBE, CT Present

LEFT UPPER LOBE,
RIGHT MIDDLE
LOBE, RIGHT LOWER
LOBE PULMONARY
NODULES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 86 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0004 WEEK12/070CT2013 NTL:3/BONE SACRAL BONE CT Present
/57/M/W2 LESION
WEEK12/070CT2013 NTL:4/BONE LEFT FOURTH RIB CT Present
LESION
WEEK12/070CT2013 NTL:5/BONE RIGHT FIFTH CT Present
POSTERIOR RIB
LESION
WEEK12/070CT2013 NTL: 6/BONE SATELLITE NODULE CT Present

ADJACENT TO L5
BONE LESION

WEEK12/070CT2013 NTL:7/LUNG NUMEROUS LUNG CT New
LESIONS
WEEK12/070CT2013 NTL:8/NODE AORTOCAVAL NODE CT New

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 87 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0004 Summary: . SLD = 214, %CN = 8.08, TL:
/57/M/W2 SD, NTL: PD, OR: PD, PD
confirmed: Yes, 070CT2013
109-0006 SCREENING/19AUG2013 TL:1/LIVER LEFT HEPATIC LOBE CT 24
/62/M/PI
SCREENING/19AUG2013 TL:2/LIVER RIGHT HEPATIC CT 27 SLD = 51
LOBE
SCREENING/19AUG2013 NTL:1/LIVE HEPATIC CT
METASTASES
WEEK12/06NOV2013 TL:1/LIVER LEFT HEPATIC LOBE CT 36
WEEK12/06NOV2013 TL:2/LIVER RIGHT HEPATIC CT 35
LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 88 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0006 WEEK12/06NOV2013 NTL:1/LIVE ADDITIONAL CT Uup
/62/M/PI HEPATIC
METASTASES
Summary: . SLD = 71, %CN = 39.22, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 06NOV2013
109-0007 SCREENING/02DEC2013 TL:1/NODES RIGHT CT 25
/55/M/W2 CARDIOPHRENIC
NODE
SCREENING/02DEC2013 TL:2/NODES HEPATIC HILAR CT 36 SLD = 61
NODE
SCREENING/02DEC2013 NTL:1/NODE CARDIOPHRENIC CT
NODES
SCREENING/02DEC2013 NTL:2/NODE PORTA HEPATIS CT
NODES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 89 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0007 SCREENING/02DEC2013 NTL:3/LIVE LIVER LESIONS CT
/55/M/W2
SCREENING/02DEC2013 NTL:4/NODE PORTACAVAL NODE CT
UNSCHEDULED/30JAN201 TL:1/NODES RIGHT CT 24
4 CARDIOPHRENIC
NODE
UNSCHEDULED/30JAN201 TL:2/NODES HEPATIC HILAR CT 36
4 NODE
UNSCHEDULED/30JAN201 NTL:1/NODE CARDIOPHRENIC CT Present
4 NODES
UNSCHEDULED/30JAN201 NTL:2/NODE PORTA HEPATIS CT Present
4 NODES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 90 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0007 UNSCHEDULED/30JAN201 NTL:3/LIVE LIVER LESIONS CT Present
/55/M/W2 4
UNSCHEDULED/30JAN201 NTL:4/NODE PORTACAVAL NODES CT Present
4
Summary: . SLD = 60, %CN = 7.14, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
Summary: . SLD = ., %CN = ., TL: SD,
NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK24/23APR2014 TL:1/NODES RIGHT CT 22
CARDIOPHRENIC
NODE
WEEK24/23APR2014 TL:2/NODES HEPATIC HILAR CT 34
NODE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 91 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0007 WEEK24/23APR2014 NTL:1/NODE CARDIOPHRENIC CT Uup
/55/M/W2 NODES
WEEK24/23APR2014 NTL:2/NODE PORTA HEPATIS CT Present
NODES
WEEK24/23APR2014 NTL:3/LIVE LIVER LESIONS CT Present
WEEK24/23APR2014 NTL:4/NODE PORTACAVAL NODE CT Present
Summary: . SLD = 56, %CN = 0, TL: SD,
NTL: PD, OR: PD, PD
confirmed: Yes, 23APR2014
109-0008 SCREENING/03JUN2014 TL:1/LUNG LEFT LOWER LOBE CT 13
/70/F/W2 LUNG S#1 I#162

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 92 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
109-0008 SCREENING/03JUN2014 TL:2/LUNG LEFT LOWER LOBE CT 13
/70/F/W2 LUNG S#1 I#139
SCREENING/03JUN2014 TL:3/SOFTT LEFT CT 83 SLD = 109
DIAPHRAGMATIC/S
UBPHRENIC
IMPLANT
SCREENING/03JUN2014 NTL:1/LUNG ADDITIONAL LUNG CT
NODULES
SCREENING/03JUN2014 NTL:2/LIVE ARTERIAL CT

ENHANCING FOCUS
HEPATIC DOME.

WEEK12/19AUG2014 TL:1/LUNG LEFT LOWER LOBE CT 18
LUNG S#1 I#l62

WEEK12/19AUG2014 TL:2/LUNG LEFT LOWER LOBE CT 17
LUNG S#1 I#139

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 93 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
109-0008 WEEK12/19AUG2014 TL:3/SOFTT LEFT CT 88
/70/F/W2 DIAPHRAGMATIC/S
UBPHRENIC
IMPLANT
WEEK12/19AUG2014 NTL:1/LUNG ADDITIONAL LUNG CT Present
NODULES
WEEK12/19AUG2014 NTL:2/LIVE ARTERIAL CT Present

ENHANCING FOCUS
HEPATIC DOME.

Summary: . SLD=123, CN=12.84, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/13N0ov2014 TL:1/LUNG LEFT LOWER LOBE CT 21
LUNG S#1 I#1le62

WEEK24/13N0OV2014 TL:2/LUNG LEFT LOWER LOBE CT 20
LUNG S#1 I#139

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 94 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
109-0008 WEEK24/13N0OV2014 TL:3/SOFTT LEFT CT 88
/70/F/W2 DIAPHRAGMATIC/S
UBPHRENIC
IMPLANT
WEEK24/13N0V2014 NTL:1/LUNG ADDITIONAL LUNG CT Present
NODULES
WEEK24/13N0V2014 NTL:2/LIVE ARTERIAL CT Present

ENHANCING FOCUS
HEPATIC DOME.

WEEK24/13N0OV2014 NTL:3/SOFT DOME ARTERIAL CT New
ENHANCING
LESION
WEEK24/13N0OV2014 NTL:4/SOFT ARTERIAL CT New
ENHANCING

SEGMENT 8 LESION

Summary: . SLD =129, $CN =18.35, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 18NOV2014

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 95 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
109-0009 SCREENING/25JUN2014 TL:1/LIVER RIGHT HEPATIC CT 49
/57/M/W2 DOME MASS
SCREENING/25JUN2014 TL:2/LIVER SEGMENT 4A MASS CT 41 SLD = 90
SCREENING/25JUN2014 NTL:1/LIVE OTHER LIVER CT
MASSES
WEEK12/22SEP2014 TL:1/LIVER RIGHT HHEPATIC CT 61
DOME MASS
WEEK12/22SEP2014 TL:2/LIVER SEGMENT 4A MASS CT 41
WEEK12/22SEP2014 NTL:1/LIVE OTHER LIVER CT Uup
MASSES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 96 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0009 Summary: . SLD =102, $CN = 13.33, TL:
/57/M/W2 SD, NTL: PD, OR: PD, PD
confirmed: Yes, 22SEP2014
109-0010 SCREENING/25JUN2014 TL:1/NODES PORTACAVAL LYMPH CT 28 SLD = 28
/65/M/W2 NODE
SCREENING/25JUN2014 NTL:1/LIVE TREATED LIVER CT
LESIONS
WEEK12/24SEP2014 TL:1/NODES PORTACAVAL LYMPH CT 29
NODE
WEEK12/24SEP2014 NTL:1/LIVE TREATED LIVER CT Uup
LESIONS
Summary: . SLD = 29, %CN = 3.57, TL:

SD, NTL: PD, OR: PD, PD
confirmed: Yes, 24SEP2014

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 97 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0011 SCREENING/23SEP2014 TL:1/LUNG LINGULA CT 16 SLD = 16
/64/M/RA4
SCREENING/23SEP2014 NTL:1/LUNG MULTIPLE CT
PULMONARY
NODULES
WEEK12/09DEC2014 TL:1/LUNG LINGULA CT 19
WEEK12/09DEC2014 NTL:1/LUNG MULTIPLE CT Uup
PULMONARY
NODULES
WEEK12/09DEC2014 NTL:2/LUNG MULTIPLE CT New
PULMONARY
NODULES
Summary: . SLD = 19, %CN = 18.75, TL:

SD, NTL: PD, OR: PD, PD
confirmed: Yes, 09DEC2014

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 98 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0013 WEEK24/13APR2014 TL:1/LIVER IRREGULAR MASS IN CT NE
/64/F/W2 SEGMENT 8
WEEK24/13APR2014 NTL:2/NODE ENLARGING PORTA CT New
HEPATIS,
PORTACAVAL AND
RETROPERITONEAL
LYMPH NODES
SCREENING/130CT2014 TL:1/LIVER IRREGULAR MASS IN CT 57 SLD = 57
SEGMENT 8
SCREENING/130CT2014 NTL:1/LIVE SCATTERED CT
SMALLER
HYPERVASCULAR
LESIONS
WEEK12/20JAN2015 TL:1/LIVER IRREGULAR MASS IN CT 47
SEGMENT 8
WEEK12/20JAN2015 NTL:1/LIVE SCATTERED CT Present
SMALLER
HYPERVASCULAR
LESIONS

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 99 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
109-0013 Summary: . SLD=47, $CN =-17.54, TL:
/64/F/W2 SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK24/13APR2015 NTL:1/LIVE SCATTERED CT Present
SMALLER
HYPERVASCULAR
LESIONS
Summary: . SLD = ., %CN = ., TL:
NotEvaluable, NTL: PD, OR:
PD, PD confirmed: Yes,
13APR2015
110-0003 SCREENING/03JUL2012 TL:1/BONE INFERIOR ASPECT CT 79
/63/M/0T OF STERNUM
H
SCREENING/03JUL2012 TL:2/BONE MID TO UPPER CT 49 SLD = 128
PORTION OF
STERNUM
SCREENING/03JUL2012 NTL:1/LUNG RIGHT LOWER LOBE, CT

LUNG NODULE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 100 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0003 WEEK12/24SEP2012 TL:1/BONE INFERIOR ASPECT CT 80
/63/M/0T OF STERNUM
H
WEEK12/24SEP2012 TL:2/BONE MID TO UPPER CT 50
PORTION OF
STERNUM
WEEK12/24SEP2012 NTL:1/LUNG RIGHT LOWER LOBE, CT Present
LUNG NODULE
Summary: . SLD = 130, %CN = 1.56, TL:
SD, NTL:

IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/17DEC2012 TL:1/BONE INFERIOR ASPECT CT 97
OF STERNUM
WEEK24/17DEC2012 TL:2/BONE MID TO UPPER CT 46
PORTION OF
STERNUM

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 101 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0003 WEEK24/17DEC2012 NTL:1/LUNG RIGHT LOWER LOBE, CT Present
/63/M/0T LUNG NODULE
H
Summary: . SLD =143, $CN=11.72, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
110-0004 SCREENING/080CT2012 TL:1/LUNG BASILAR CT 23
/53/M/A4 POSTERIOR RIGHT
LOWER LOBE
SCREENING/080CT2012 TL:2/LUNG LOW DENSITY CT 20
ADENOPATHY IN
SUBCARINAL SPACE
SCREENING/080CT2012 TL:3/LUNG PULMONARY NODULE CT 15
INLEFT LOWER LOBE
SCREENING/080CT2012 TL:4/LUNG LARGE CT 51 SLD = 109

CONFLUENT/MULTI
LOBILATED REGION
OF NODULARITY IN
RIGHT LOWER LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 102 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0004 SCREENING/080CT2012 NTL:1/LUNG PULMONARY CT
/53/M/A4 NODULE, RIGHT
UPPER LOBE
SCREENING/080CT2012 NTL:2/LUNG MULTIPLE CT
PULMONARY
NODULES
WEEK12/08JAN2013 TL:1/LUNG BASILAR CT 28
POSTERIOR RIGHT
LOWER LOBE
WEEK12/08JAN2013 TL:2/LUNG LOW DENSITY CT 18

ADENOPATHY IN
SUBCARINAL SPACE

WEEK12/08JAN2013 TL:3/LUNG PULMONARY NODULE CT 16
IN LEFT LOWER LOBE

WEEK12/08JAN2013 TL:4/LUNG LARGE CT 62
CONFLUENT/MULTI

LOBILATED REGION
OF NODULARITY IN
RIGHT LOWER LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 103 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0004 WEEK12/08JAN2013 NTL:1/LUNG PULMONARY CT Present
/53/M/A4 NODULE, RIGHT
UPPER LOBE
WEEK12/08JAN2013 NTL:2/LUNG MULTIPLE CT Present
PUMONARY NODULES
Summary: . SLD =124, $CN=13.76, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
110-0005 SCREENING/06MAR2013 TL:1/LIVER MASS, ABUTTING CT 33
/77/M/W2 CAUDATE LOBE AND
INFERIOR VENA
CAVA
SCREENING/06MAR2013 TL:2/LIVER MASS, PERIPORTAL CT 24 SLD = 57
NODE
WEEK12/24MAY2013 TL:1/LIVER MASS, ABUTTING CT 37

CAUDATE LOBE AND
INFERIOR VENA
CAVA

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 104 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0005 WEEK12/24MAY2013 TL:2/LIVER MASS, PERIPORTAL CT 31
/77/M/W2 NODE
Summary: . SLD = 68, %CN = 19.3, TL:
SD, NTL: NotAssessed, OR:
SD, PD confirmed: No
110-0007 SCREENING/26APR2013 TL:1/LIVER LESION, MEDIAL CT 35
/62/M/RA4 ASPECT OF SEGMENT
7
SCREENING/26APR2013 TL:2/LIVER LESION, MEDIAL CT 35
ASPECT OF SEGMENT
6
SCREENING/26APR2013 TL:3/LIVER INFILTRATING CT 34 SLD = 104
APPEARING
ENHANCEMENT,
SEGMENT 2/3
SCREENING/26APR2013 NTL:1/LIVE LESION, LATERAL CT
ASPECT OF SEGMENT
7

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 105 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0007 SCREENING/26APR2013 NTL:2/LIVE LESION, CAUDAL CT
/62/M/A4 ASPECT OF SEGMENT
7
SCREENING/26APR2013 NTL:3/LIVE LESION, CAUDAL CT
ASPECT OF SEGMENT
6
SCREENING/26APR2013 NTL:4/LIVE HYPOATTENUATING CT

LESION, SEGMENT 2

SCREENING/26APR2013 NTL:5/NODE ARTERIAL CT
ENHANCEMENT IN
BULKY PERIPORTAL
LYMPH NODES

SCREENING/26APR2013 NTL: 6/NODE MILDLY PROMINENT CT
ADENOPATHY IN
RETROPERITONEAL
LYMPH NODES

WEEK12/31JUL2013 TL:1/LIVER LESION, MEDIAL CT 44
ASPECT OF SEGMENT
7

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 106 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0007 WEEK12/31JUL2013 TL:2/LIVER LESION, MEDIAL CT 49
/62/M/A4 ASPECT OF SEGMENT
6
WEEK12/31JUL2013 TL:3/LIVER INFILTRATING CT Resolved
APPEARING
ENHANCEMENT,
SEGMENT 2/3
WEEK12/31JUL2013 NTL:1/LIVE LESION, LATERAL CT Present
ASPECT OF SEGMENT
7
WEEK12/31JUL2013 NTL:2/LIVE LESION, CAUDAL CT Present
ASPECT OF SEGMENT
7
WEEK12/31JUL2013 NTL:3/LIVE LESION, CAUDAL CT Present
ASPECT OF SEGMENT
6
WEEK12/31JUL2013 NTL:4/LIVE HYPOATTENUATING CT Present

LESION, SEGMENT 2

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 107 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code

Race [2]

110-0007 WEEK12/31JUL2013 NTL:5/NODE ARTERIAL CT Present

/62/M/A4 ENHANCEMENT IN

BULKY PERIPORTAL
LYMPH NODES

WEEK12/31JUL2013 NTL: 6/NODE MILDLY PROMINENT CT Present
ADENOPATHY IN
RETROPERITONEAL
LYMPH NODES
Summary: . SLD = ., %CN = ., TL: SD,
NTL:

IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/230CT2013 TL:1/LIVER LESION, MEDIAL CT 47
ASPECT OF SEGMENT
7

WEEK24/230CT2013 TL:2/LIVER LESION, MEDIAL CT 49
ASPECT OF SEGMENT
6

WEEK24/230CT2013 TL:3/LIVER INFILTRATING CT Resolved
APPEARING
ENHANCEMENT,
SEGMENT 2/3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 108 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0007 WEEK24/230CT2013 NTL:1/LIVE LESION, LATERAL CT Absent
/62/M/A4 ASPECT OF SEGMENT
7
WEEK24/230CT2013 NTL:2/LIVE LESION, CAUDAL CT Present
ASPECT OF SEGMENT
7
WEEK24/230CT2013 NTL:3/LIVE LESION, CAUDAL CT Present
ASPECT OF SEGMENT
6
WEEK24/230CT2013 NTL:4/LIVE HYPOATTENUATING CT Present

LESION, SEGMENT 2

WEEK24/230CT2013 NTL:5/NODE ARTERIAL CT Present
ENHANCEMENT IN
BULKY PERIPORTAL
LYMPH NODES

WEEK24/230CT2013 NTL: 6/NODE MILDLY PROMINENT CT Present
ADENOPATHY IN
RETROPERITONEAL
LYMPH NODES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code

Race [2]

110-0007 Summary: . SLD = ., %CN = ., TL: SD,
/62/M/RA4 NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK36/13JAN2014 TL:1/LIVER LESION, MEDIAL CT 61
ASPECT OF SEGMENT
7

WEEK36/13JAN2014 TL:2/LIVER LESION, MEDIAL CT 83
ASPECT OF SEGMENT
6

WEEK36/13JAN2014 TL:3/LIVER INFILTRATING CT Resolved
APPEARING
ENHANCEMENT,
SEGMENT 2/3

WEEK36/13JAN2014 NTL:1/LIVE LESION, LATERAL CT Present
ASPECT OF SEGMENT
7

WEEK36/13JAN2014 NTL:2/LIVE LESION, CAUDAL CT Present
ASPECT OF SEGMENT
7

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = & Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0007 WEEK36/13JAN2014 NTL:3/LIVE LESION, CAUDAL CT Present
/62/M/A4 ASPECT OF SEGMENT
6
WEEK36/13JAN2014 NTL:4/LIVE HYPOATTENUATING CT Present
LESION, SEGMENT 2
WEEK36/13JAN2014 NTL:5/NODE ARTERIAL CT Present
ENHANCEMENT IN
BULKY PERIPORTAL
LYMPH NODES
WEEK36/13JAN2014 NTL: 6/NODE MILDLY PROMINENT CT Present
ADENOPATHY IN
RETROPERITONEAL
LYMPH NODES
Summary: . SLD = ., $CN = ., TL: PD,
NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
13JAN2014
110-0008 SCREENING/11JUN2013 TL:1/LIVER MASS, CENTRALLY CT 34
/63/F/BL IN RIGHT LOBE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 111 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
110-0008 SCREENING/11JUN2013 TL:2/LIVER MASS, CENTERED IN CT 69 SLD = 103
/63/F/BL SEGMENT 5
SCREENING/11JUN2013 NTL:1/LIVE DOME OF RIGHT CT
HEPATIC LOBE
SCREENING/11JUN2013 NTL:2/LIVE POSTERIOR RIGHT CT
HEPATIC LOBE
SCREENING/11JUN2013 NTL:3/LIVE MULTIPLE LIVER CT
NODULES
SCREENING/14JUN2013 NTL:4/LUNG MULTIPLE NODULES CT
IN RIGHT UPPER
LOBE
110-0011 SCREENING/30DEC2014 TL:1/LIVER LESION, SEGMENT 8 CT 27
/77/M/ALl

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
110-0011 SCREENING/30DEC2014 TL:2/LIVER LESION, SEGMENT 7 CT 30 SLD = 57
/77/M/A1
SCREENING/30DEC2014 NTL:1/LIVE LESION, SEGMENT 4 CT
SCREENING/30DEC2014 NTL:2/LIVE LESION, SEGMENT 4 CT
SCREENING/30DEC2014 NTL:3/LIVE LESION, SEGMENT 4 CT
WEEK12/07APR2015 TL:1/LIVER LESION, SEGMENT 8 CT 26
WEEK12/07APR2015 TL:2/LIVER LESION, SEGMENT 7 CT 52

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
110-0011 WEEK12/07APR2015 NTL:1/LIVE LESION, SEGMENT 4 CT Present
/77/M/A1
WEEK12/07APR2015 NTL:2/LIVE LESION, SEGMENT 4 CT Present
WEEK12/07APR2015 NTL:3/LIVE LESION, SEGMENT 4 CT Present
Summary: . SLD = 78, %CN = 36.84, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 07APR2015
111-0001 SCREENING/29JUN2012 TL:1/LUNG LEFT LUNG CT 34
/37/M/A4
SCREENING/29JUN2012 TL:2/LUNG LEFT ANTERIOR CT 25
LUNG

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
111-0001 SCREENING/29JUN2012 TL:3/LUNG RIGHT LUNG CT 14
/37/M/R4
SCREENING/29JUN2012 TL:4/LUNG RIGHT ANTERIOR CT 19
LUNG
SCREENING/29JUN2012 TL:5/LUNG LEFT LUNG CT 27 SLD = 119
UNSCHEDULED/27JUL201 TL:1/LUNG LEFT LUNG CT 38
2
UNSCHEDULED/27JUL201 TL:2/LUNG LEFT ANTERIOR CT 31
2 LUNG
UNSCHEDULED/27JUL201 TL:3/LUNG RIGHT ANTERIOR CT 17
2 LUNG

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
111-0001 UNSCHEDULED/27JUL201 TL:4/LUNG RIGHT ANTERIOR CT 27
/37/M/R4 2 LUNG
UNSCHEDULED/27JUL201 TL:5/LUNG LEFT LUNG CT 29
2
Summary: . SLD =142, $CN =19.33, TL:
PD, NTL: NotAssessed, OR:
PD, PD confirmed: Yes,
27JUL2012
111-0004 SCREENING/01MAY2013 TL:1/BRAIN LEFT OCCIPITAL CT 54 SLD = 54
/64/M/W2 LOBE
SCREENING/01MAY2013 NTL:1/BONE CALVARIUM MRI
SCREENING/01MAY2013 NTL:2/NODE MEDIASTINAL/HIL CT

AR NODES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 116 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
111-0004 UNSCHEDULED/03JUL201 TL:1/BRAIN LEFT OCCIPITAL MRT 54
/64/M/W2 3 LOBE
UNSCHEDULED/03JUL201 NTL:1/BONE CALVARIUM MRT Present
3
UNSCHEDULED/03JUL201 NTL:2/NODE MEDIASTINAL/HIL CT NE
3 AR NODES
Summary: . SLD = 106, %CN = 96.3, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
UNSCHEDULED/31JUL201 TL:1/BRAIN LEFT OCCIPITAL CT 52
3 LOBE
UNSCHEDULED/31JUL201 NTL:1/BONE CALVARIUM CT Present
3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 117 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
111-0004 UNSCHEDULED/31JUL201 NTL:2/NODE MEDIASTINAL/HIL CT NE
/64/M/W2 3 AR NODES
Summary: . SLD = 106, %CN = 96.3, TL:
SD, NTL: NotAssessed, OR:
SD, PD confirmed: No
111-0006 SCREENING/17SEP2013 TL:1/LIVER RIGHT LOBE CT 11
/59/M/W2
SCREENING/17SEP2013 TL:2/LIVER LEFT LOBE CT 21 SLD = 32
SCREENING/17SEP2013 NTL:1/LIVE LIVER LESIONS CT
SCREENING/17SEP2013 NTL:2/NODE SUB CENTIMETER CT

LYMPH NODES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
111-0006 WEEK12/06JAN2014 TL:1/LIVER RIGHT LOBE CT 18
/59/M/W2

WEEK12/06JAN2014 TL:2/LIVER LEFT LOBE CT 20

WEEK12/06JAN2014 NTL:1/LIVE LIVER LESIONS CT Present

WEEK12/06JAN2014 NTL:2/NODE SUB CENTIMETER CT Present

LYMPH NODES
Summary: . SLD = 38, %CN = 18.75, TL:
SD, NTL:

IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/26MAR2014 TL:1/LIVER RIGHT LOBE CT 15

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 119 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
111-0006 WEEK24/26MAR2014 TL:2/LIVER LEFT LOBE CT 20
/59/M/W2
WEEK24/26MAR2014 NTL:1/LIVE LIVER LESIONS CT Present
WEEK24/26MAR2014 NTL:2/NODE SUB CENTIMETER CT Present
LYMPH NODES
Summary: . SLD = 35, %CN = 9.38, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
111-0007 SCREENING/13JAN2014 TL:1/LIVER SEGMENT 2 CT 21 SLD = 21
/55/M/W2
SCREENING/13JAN2014 NTL:1/BONE LEFT OTHRIBLYTIC CT
LESION

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
111-0007 SCREENING/13JAN2014 NTL:2/BONE T9 VERTEBRAL BODY CT
/55/M/W2

WEEK12/14APR2014 TL:1/LIVER SEGMENT 2 CT 24

WEEK12/14APR2014 NTL:1/BONE LEFT OTHRIBLYTIC CT Present

LESION
WEEK12/14APR2014 NTL:2/BONE T9 VERTEBRAL BODY CT Present
WEEK12/14APR2014 NTL:3/LIVE LIVER LESIONS CT New
Summary: . SLD = 24, %CN = 14.29, TL:

SD, NTL: PD, OR: PD, PD
confirmed: Yes, 14APR2014

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 121 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0006 SCREENING/15MAR2013 TL:1/LUNG RIGHT CHEST WALL CT 89
/58/M/W2 MASS
SCREENING/15MAR2013 TL:2/ RIGHT ADRENAL CT 78
MASS
SCREENING/15MAR2013 TL:3/GI UPPER ABDOMINAL CT 24
LN
SCREENING/15MAR2013 TL:4/GI UPPER ABDOMINAL CT 17 SLD = 208
SCREENING/15MAR2013 NTL:1/LIVE DIFFUSE CT

INFLITRATIVE AND
NODULAR TUMOR,
LIVER

SCREENING/15MAR2013 NTL:2/PERI PERICARDIAL LN CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 122 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
112-0006 SCREENING/15MAR2013 NTL:3/NODE GE JUNCTION LN CT
/58/M/W2

SCREENING/15MAR2013 NTL:4/NODE GASTROHEPATIC LN CT

SCREENING/15MAR2013 NTL:5/NODE PERICELIAC LN CT

SCREENING/15MAR2013 NTL:6/GI OMENTAL NODULE CT

SCREENING/15MAR2013 NTL:7/NODE MESENTERIC LN CT

WEEK12/03JUN2013 TL:1/LUNG RIGHT CHEST WALL CT 120

MASS

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASTIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 123 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
112-0006 WEEK12/03JUN2013 TL:2/ RIGHT ADRENAL CT 91
/58/M/W2 MASS
WEEK12/03JUN2013 TL:3/GI UPPER ABDOMINAL CT 23
LN
WEEK12/03JUN2013 TL:4/GI UPPER ABDOMINAL CT 18
LN
WEEK12/03JUN2013 NTL:1/LIVE DIFFUSE CT UP
INFLITRATIVE AND
NODULAR TUMOR,
LIVER
WEEK12/03JUN2013 NTL:2/PERI PERICARDIAL LN CT Uup
WEEK12/03JUN2013 NTL:3/NODE GE JUNCTION LN CT UpP

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 124 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0006 WEEK12/03JUN2013 NTL:4/NODE GASTROHEPATIC LN CT Uup
/58/M/W2
WEEK12/03JUN2013 NTL:5/NODE PERICELIAC LN CT Uup
WEEK12/03JUN2013 NTL:6/GI OMENTAL NODULE CT Uup
WEEK12/03JUN2013 NTL:7/NODE MESENTERIC LN CT Uup
Summary: . SLD =252, $CN=21.15, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 03JUN2013
112-0009 SCREENING/12JUN2013 TL:1/LIVER MASS RIGHT LOBE CT 136 SLD = 136
/50/M/RA8 LIVER, INVOLVING

R ADRENAL

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 125 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

Tij; Age Visit or Summary/Date Lesion

f A )
Gender/ © ssessment No./Side Code

Race [2]

\ . . Lesion Diameter
Type:Lesion Description Method Status[3] (mm) Summary[4]

112-0009 SCREENING/12JUN2013 NTL:1/LUNG NODULE RLL LUNG CT
/50/M/A8 AND TREATED
LESIONS WITH
CHEMOEMBO

WEEK12/04SEP2013 TL:1/LIVER MASS RIGHT LOBE CT 153
LIVER, INVOLVING
R ADRENAL

WEEK12/04SEP2013 NTL:1/LUNG NODULE RLL LUNG CT Present
AND TREATED
LESIONS WITH
CHEMOEMBO

WEEK12/04SEP2013 NTL:2/LIVE LESION LEFT LOBE CT New
LIVER

WEEK12/04SEP2013 NTL:3/NODE BILATERAL CT New
PULMONARY
NODULES, LESION
T10 VERTEBRAL
BODY

Summary: . SLD = 153, %CN = 12.5, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 04SEP2013

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 126 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
112-0011 SCREENING/03JAN2014 TL:1/LIVER LESION CENTER CT 41
/56/M/A4 LIVER

SCREENING/03JAN2014 TL:2/LIVER RIGHT LOBE LESION CT 15 SLD = 56

SCREENING/03JAN2014 NTL:1/LIVE SMALL LIVER CT

LESIONS

SCREENING/03JAN2014 NTL:2/GI CELIAC NODE CT

SCREENING/03JAN2014 NTL:3/GI IMPLANTS CT

UNSCHEDULED/28FEB201 TL:1/LIVER LESION CENTER CT 49

4 LIVER

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 127 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
112-0011 UNSCHEDULED/28FEB201 TL:2/LIVER RIGHT LOBE LESION CT 12
/56/M/A4 4
UNSCHEDULED/28FEB201 NTL:1/LIVE SMALLER LIVER CT Present
4 LESIONS
UNSCHEDULED/28FEB201 NTL:2/GI CELIAC NODE CT Present
4
UNSCHEDULED/28FEB201 NTL:3/GI IMPLANTS CT Present
4
UNSCHEDULED/28FEB201 NTL:4/LIVE CT New
4
Summary: . SLD = 61, %CN = 8.93, TL:

SD, NTL: PD, OR: PD, PD
confirmed: Yes, 28FEB2014

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 128 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0012 SCREENING/16MAY2014 TL:1/LIVER LEFT HEPATIC LOBE CT 26
/71/M/W2 LESION
SCREENING/16MAY2014 TL:2/NODES LEFT POSTERIOR CT 21
MEDIASTINAL LN
SCREENING/16MAY2014 TL:3/NODES LEFT POSTERIOR CT 16
MEDIASTINAL LN
SCREENING/16MAY2014 TL:4/NODES LEFT ADRENAL CT 14
NODULE
SCREENING/16MAY2014 TL:5/LUNG RIGHT LOWER LOBE CT 22 SLD = 99
PULMONARY NODULE
SCREENING/16MAY2014 NTL:1/LIVE LARGE CT
INFILTRATIVE

MASS R LOBE LIVER

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 129 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0012 SCREENING/16MAY2014 NTL:2/LUNG LEFT SUPRAHILAR CT
/71/M/W2 CONSOLIDATION
SCREENING/16MAY2014 NTL:3/LUNG MULTIPLE CT
ADDITIONAL
PULMONARY
NODULES
SCREENING/16MAY2014 NTL:4/NODE ADDITIONAL CT
THORACIC LYMPH
NODES
SCREENING/16MAY2014 NTL:5/NODE ABDOMINAL PELVIC CT
INGUINAL LYMPH
NODES
WEEK12/08AUG2014 TL:1/LIVER LEFT HEPATIC LOBE CT 41
LESION
WEEK12/08AUG2014 TL:2/NODES LEFT POSTERIOR CT 26

MEDIASTINAL LN

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 130 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0012 WEEK12/08AUG2014 TL:3/NODES LEFT POSTERIOR CT 21
/T71/M/W2 MEDIASTINAL LN

WEEK12/08AUG2014 TL:4/NODES LEFT ADRENAL CT 28

NODULE
WEEK12/08AUG2014 TL:5/LUNG RIGHT LOWER LOBE CT 25
PULMONARY NODULE
WEEK12/08AUG2014 NTL:1/LIVE LARGE CT Present
INFILTRATIVE
MASS R LOBE LIVER
WEEK12/08AUG2014 NTL:2/LUNG LEFT SUPRAHILAR CT Present
CONSOLIDATION
WEEK12/08AUG2014 NTL:3/LUNG MULTIPLE CT UpP
ADDITIONAL
PULMONARY
NOLDULES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 131 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0012 WEEK12/08AUG2014 NTL:4/NODE ADDITIONAL CT Uup
/71/M/W2 THORACIC LYMPH
NODES
WEEK12/08AUG2014 NTL:5/NODE ABDOMINAL PELVIC CT Present
INGUINAL LYMPH
NODES
Summary: . SLD =141, $CN = 42.42, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 08AUG2014
112-0013 SCREENING/16MAY2014 TL:1/LIVER POSTERIOR RIGHT CT 30
/28/F/W2 HEPATIC LESION

SCREENING/16MAY2014 TL:2/NODES RIGHT CT 28
PARATRACHEAL LN

SCREENING/16MAY2014 TL:3/NODES LEFT HILAR LN CT 28

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 132 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary[4]
Gender/ No./Side Code
Race [2]
112-0013 SCREENING/16MAY2014 TL:4/LUNG LEFT LOWER LOBE CT 19
/28/F/W2 PLEURAL BASED
LESION
SCREENING/16MAY2014 TL:5/LUNG RIGHT MIDDLE LOBE CT 13 SLD = 118
PULMONARY NODULE
SCREENING/16MAY2014 NTL:1/LIVE RIGHT HEPATIC CT
NODULE, SEG 7
SCREENING/16MAY2014 NTL:2/LIVE RIGHT HEPATIC CT
NODULE, SEG 7
SCREENING/16MAY2014 NTL:3/LUNG MULTIPLE CT
ADDITIONAL
PULMONARY
NODULES
SCREENING/16MAY2014 NTL:4/GI ADDITIONAL CT

PLEURAL IMPLANTS

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 133 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0013 SCREENING/16MAY2014 NTL:5/NODE ADDITIONAL CT
/28/F/W2 MEDIATSINAL AND
HILAR LAD
UNSCHEDULED/12JUL201 TL:1/LIVER POSTERIOR RIGHT CT 33
4 HEPATIC LESION
UNSCHEDULED/12JUL201 TL:2/NODES RIGHT CT 33
4 PARATRACHEAL LN
UNSCHEDULED/12JUL201 TL:3/NODES LEFT HILAR LN CT 28
4
UNSCHEDULED/12JUL201 TL:4/LUNG LEFT LOWER LOBE CT 22
4 PLEURAL BASED
LESION
UNSCHEDULED/12JUL201 TL:5/LUNG RIGHT MIDDLE LOBE CT 21
4 PULMONARY NODULE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 134 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0013 UNSCHEDULED/12JUL201 NTL:1/LIVE RIGHT HEPATIC CT Present
/28/F/W2 4 NODULE, SEG 7
UNSCHEDULED/12JUL201 NTL:2/LIVE RIGHT HEPATIC CT Present
4 NODULE, SEG 7
UNSCHEDULED/12JUL201 NTL:3/LUNG MULTIPLE CT Present
4 ADDITIONAL
PULMONARY
NODULES
UNSCHEDULED/12JUL201 NTL:4/GI ADDITIONAL CT Present
4 PLEURAL IMPLANTS
UNSCHEDULED/12JUL201 NTL:5/NODE ADDITIONAL CT Present
4 MEDIASTINAL AND
HILAR LAD
Summary: . SLD = 137, %CN = 16.1, TL:
SD, NTL:

IncompleteResponse/SD,
OR: SD, PD confirmed: No

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = & Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 135 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0014 SCREENING/30MAY2014 TL:1/SOFTT LEFT PARASPINAL CT 39
/79/M/A8 MASS L3-4
SCREENING/30MAY2014 TL:2/BONE RIGHT PIRIFORMUS CT 31
MASS
SCREENING/30MAY2014 TL:3/ SOFT TISSUE CT 22 SLD = 92
COMPONENT OF T8
METS
SCREENING/30MAY2014 NTL:1/LIVE MULTIPLE LIVER CT
LESIONS
SCREENING/30MAY2014 NTL:2/BONE LYTIC BONE CT
LESIONS
SCREENING/30MAY2014 NTL:3/ TINY PULMONARY CT
NODULES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 136 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0014 UNSCHEDULED/18JUL201 TL:1/SOFTT LEFT PARASPINAL CT 39
/79/M/A8 4 MASS L3-4
UNSCHEDULED/18JUL201 TL:2/BONE RIGHT PIRIFORMUS CT 37
4 MASS
UNSCHEDULED/18JUL201 TL:3/ SOFT TISSUE CT 22
4 COMPONENT OF T8
METS
UNSCHEDULED/18JUL201 NTL:1/LIVE MULTIPLE LIVER CT Present
4 LESIONS
UNSCHEDULED/18JUL201 NTL:2/BONE LYSTIC AND CT Present
4 BLASTIC BONE
LESIONS
UNSCHEDULED/18JUL201 NTL:3/LUNG TINY PULMONARY CT Present
4 NODULES

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 137 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code

Race [2]

112-0014 Summary: . SLD = 98, %CN = 6.52, TL:
/79/M/A8 SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK12/22AUG2014 TL:1/SOFTT LEFT PARASPINAL CT 39
MASS, L3-4

WEEK12/22AUG2014 TL:2/BONE RIGHT PIRIFORMUS CT 42
MASS

WEEK12/22AUG2014 TL:3/ SOFT TISSUE CT 24

COMPONENT OF T8

METS

WEEK12/22AUG2014 NTL:1/LIVE MULTIPLE LIVER CT Present

LESIONS
WEEK12/22AUG2014 NTL:2/BONE LYTIC AND BLASTIC CT Present

BONE LESIONS

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 138 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
112-0014 WEEK12/22AUG2014 NTL:3/ TINY PULMONARY CT Uup
/79/M/A8 NODULES
Summary: . SLD =105, $CN=14.13, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 22AUG2014
112-0015 SCREENING/170CT2014 TL:1/LIVER ENHANCING CT 54
/66/M/A8 COMPONENT OF
LARGE IRREGULAR
PARTIALLY
NECROTIC LIVER
MASS
SCREENING/170CT2014 TL:2/GI RIGHT ADRENAL CT 63
METS
SCREENING/170CT2014 TL:3/GI LEFT ADRENAL METS CT 40 SLD = 157
SCREENING/170CT2014 NTL:1/LUNG INNUMERABLE CT
PULMONARY

NODULES <10MM

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 139 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0015 SCREENING/170CT2014 NTL:2/LIVE ILL DEFINED CT
/66/M/A8 MULTIFOCAL
NODULAR
ENHANCEMENT IN
LIVER
SCREENING/170CT2014 NTL:3/GI CARCINOMATOSIS, CT

RIGHT INGUIJNAL
HERNIA AND LEFT
MID ABDOMEN

UNSCHEDULED/12DEC201 TL:1/LIVER ENHANCING CT 74
4 COMPONENT OF
LARGE IRREGULAR
PARTIALLY
NECROTIC LIVER
MASS
UNSCHEDULED/12DEC201 TL:2/GI RIGHT ADRENAL CT 73
4 METS
UNSCHEDULED/12DEC201 TL:3/GI LEFT ADRENAL METS CT 45
4
UNSCHEDULED/12DEC201 NTL:1/LUNG INNUMERABLE CT Present
4 PULMONARY

NODULES < 10MM

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 140 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
112-0015 UNSCHEDULED/12DEC201 NTL:2/LIVE ILL-DEFINED CT Present
/66/M/A8 4 MULTIFOCAL
NODULAR
ENHANCEMENT IN
LIVER
UNSCHEDULED/12DEC201 NTL:3/GI CARCINOMATOSIS, CT Present
4 RIGHT INGUINAL
HERNIA, LEFT
MIDABDOMEN
UNSCHEDULED/12DEC201 NTL:4/NODE MEDIASTINAL AND CT New
4 HILAR
LYMPHADENOPATHY
Summary: . SLD =192, $CN =22.29, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 12DEC2014
113-0001 SCREENING/23AUG2012 TL:1/LIVER TARGET LESION #1 CT 13
/60/M/W2

SCREENING/23AUG2012 TL:2/LIVER TARGET LESION #2 CT 13 SLD = 26

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 141 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0001 SCREENING/23AUG2012 NTL:1/LIVE NONTARGET LESION CT
/60/M/W2 #1

WEEK12/07NOV2012 TL:1/LIVER TARGET LESION #1 CT 8

WEEK12/07NOV2012 TL:2/LIVER TARGET LESION #2 CT 18

WEEK12/07NOV2012 NTL:1/LIVE NONTARGET LESION CT Present

#1
Summary: . SLD = 26, %CN = 0, TL: SD,
NTL:

IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/05FEB2013 TL:1/LIVER TARGET LESION #1 CT 17

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 142 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0001 WEEK24/05FEB2013 TL:2/LIVER TARGERT LESION #2 CT 21
/60/M/W2
WEEK24/05FEB2013 NTL:1/LIVE NONTARGET LESION CT Present
#1
Summary: . SLD = 38, %CN = 46.15, TL:
PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
06FEB2013
113-0002 SCREENING/28SEP2012 TL:1/LIVER SEGMENT 6 OF LIVER CT 17
/64/F/W2
SCREENING/28SEP2012 TL:2/LIVER SEGMENT 6 OF LIVER CT 48 SLD = 65

SCREENING/28SEP2012 NTL:1/LIVE SEGMENT 2 OF LIVER CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 143 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0002 WEEK12/20DEC2012 TL:1/LIVER SEGMENT 6 OF LIVER CT 16
/64/F/W2
WEEK12/20DEC2012 TL:2/LIVER SEGMENT 6 OF LIVER CT 52
WEEK12/20DEC2012 NTL:1/LIVE SEGMENT 2 OF LIVER CT Present
Summary: . SLD = 68, %CN = 4.62, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK24/18MAR2013 NTL:1/LIVE SEGMENT 2 OF LIVER CT Present
Summary: . SLD = 68, %CN = 4.62, TL:

SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 144 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0002 WEEK24/19MAR2013 TL:1/LIVER SEGMENT 6 OF LIVER CT 12
/64/F/W2

WEEK24/19MAR2013 TL:2/LIVER SEGMENT 6 OF LIVER CT 56

WEEK36/10JUN2013 TL:1/LIVER SEGMENT 6 CT 14

WEEK36/10JUN2013 TL:2/LIVER SEGMENT 6 CT 54

WEEK36/10JUN2013 NTL:1/LIVE SEGMENT 2 OF LIVER CT Present

Summary: . SLD = 68, %CN = 4.62, TL:
SD, NTL:

IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
10JUN2013

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 145 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0005 SCREENING/09JAN2014 TL:1/LIVER RIGHT HEPATIC CT 28
/58/M/W2 LOBE
SCREENING/09JAN2014 TL:2/LIVER RIGHT HEPATIC CT 12
LOBE
SCREENING/09JAN2014 TL:3/GI PANCREATIC BODY CT 30 SLD = 70
SCREENING/09JAN2014 NTL:1/LIVE RIGHT HEPATIC CT
LOBE
SCREENING/09JAN2014 NTL:2/LIVE RIGHT HEPATIC CT
LOBE
113-0008 SCREENING/31JAN2014 TL:1/LIVER SEMENT 2 OF THE CT 22 SLD = 22
/78/M/A8 LIVER

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 146 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
113-0010 SCREENING/18APR2014 TL:1/NODES CONGLOMERATE CT 90
/59/M/W2 PORTOCAVAL LYMPH
NODES
SCREENING/18APR2014 TL:2/NODES PERICARDIAL CT 51
LYMPH NODE
SCREENING/18APR2014 TL:3/LIVER LIVER SEGMENT 3 CT 10 SLD = 151
SCREENING/18APR2014 NTL:1/LUNG LEFT LOWER LOBE CT
(CT THORAX)
SCREENING/18APR2014 NTL:2/LUNG LEFT LOBE (CT CT
THORAX)
SCREENING/18APR2014 NTL:3/NODE RETROCAVAL LYMPH CT
NODE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 147 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0010 SCREENING/18APR2014 NTL:4/NODE AORTOCAVAL LYMPH CT
/59/M/W2 NODES
113-0013 SCREENING/280CT2014 TL:1/LIVER LIVER SEGMENT 8 CT 15
/56/M/W2
SCREENING/280CT2014 TL:2/LIVER LIVER SEGMENT 1 CT 16 SLD = 31
SCREENING/280CT2014 NTL:1/LUNG LEFT UPPPER LOBE CT
SCREENING/280CT2014 NTL:2/LUNG LEFT UPPER LOBE CT
WEEK12/13JAN2015 TL:1/LIVER LIVER SEGMENT 8 CT 19

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2

Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0013 WEEK12/13JAN2015 TL:2/LIVER LIVER SEGMENT 1 CT 19
/56/M/W2
WEEK12/13JAN2015 NTL:1/LUNG LEFT UPPER LOBE CT Present
IMAGE 169 SERIES
8
WEEK12/13JAN2015 NTL:2/LUNG LUNG UPPER LOBE CT Present
IMAGE 211 SERIES
NUMBER 8
Summary: . SLD = 38, %CN = 22.58, TL:
PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
13JAN2015
113-0016 SCREENING/07JAN2015 TL:1/LUNG SUBCARINAL LYMPH CT 24
/72/M/A8 NODE
SCREENING/07JAN2015 TL:2/LUNG LEFT CT 20
PERIBRONCHIAL
LYMPH NODE

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 149 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0016 SCREENING/07JAN2015 TL:3/ LEFT LINGULA CT 18
/72/M/A8
SCREENING/07JAN2015 TL:4/LUNG LFET LOWER LOBE CT 23
SCREENING/07JAN2015 TL:5/LIVER SEGMENT 8 OF LIVER CT 13 SLD = 98
WEEK12/15APR2015 TL:1/LUNG SUBCARINAL LYMPH CT 30
NODE
WEEK12/15APR2015 TL:2/LUNG LEFT CT 27
PERIBRONCHIAL
LYMPH NODE
WEEK12/15APR2015 TL:3/ LEFT LINGULA CT 24

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
113-0016 WEEK12/15APR2015 TL:4/LUNG LEFT LOWER LOBE CT 24
/72/M/A8
WEEK12/15APR2015 TL:5/LIVER SEGMENT 8 OF LIVER CT 16
Summary: . SLD =121, $CN = 23.47, TL:
PD, NTL: NotAssessed, OR:
PD, PD confirmed: Yes,
21APR2015
114-0003 SCREENING/29NOV2012 TL:1/GU ADRENAL LT CT 68
/59/M/W2
SCREENING/29N0OV2012 TL:2/GU ADRENAL RT CT 31
SCREENING/29N0OV2012 TL:3/GI ABDOMINAL WALL CT 72

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 151 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
114-0003 SCREENING/29N0OV2012 TL:4/LIVER INFERIOR CT 66
/59/M/W2
SCREENING/29N0OV2012 TL:5/LIVER DOME CT 51 SLD = 288
SCREENING/29N0OV2012 NTL:1/GI OMENTUM CT
SCREENING/29N0OV2012 NTL:2/SOFT CHEST WALL CT
SCREENING/29NOV2012 NTL:3/LUNG MEDIASTINUM CT
SCREENING/29N0OV2012 NTL:4/LUNG RIGHT UPPER LOBE CT
(IRRADIATED)

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 152 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]

Gender/ No./Side Code

Race [2]

114-0003 WEEK12/13FEB2013 TL:1/GU ADRENAL LT CT 79

/59/M/W2
WEEK12/13FEB2013 TL:2/GU ADRENAL RT CT 36
WEEK12/13FEB2013 TL:3/GI ABDOMINAL WALL CT 74
WEEK12/13FEB2013 TL:4/LIVER INFERIOR CT 71
WEEK12/13FEB2013 TL:5/LIVER DOME CT 56
WEEK12/13FEB2013 NTL:1/GI OMENTUM CT Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 153 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
114-0003 WEEK12/13FEB2013 NTL:2/SOFT CHEST WALL CT Present
/59/M/W2
WEEK12/13FEB2013 NTL:3/LUNG MEDIASTINUM CT Present
WEEK12/13FEBR2013 NTL:4/LUNG RIGHT UPPER LOBE CT Present
(IRRADIATED)
Summary: . SLD = 316, %CN = 9.72, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
UNSCHEDULED/10APR201 TL:1/GU ADRENAL LT CT 88
3
UNSCHEDULED/10APR201 TL:2/GU ADRENAL RT CT 37
3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 154 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
114-0003 UNSCHEDULED/10APR201 TL:3/GI ABDOMINAL WALL CT 82
/59/M/W2 3
UNSCHEDULED/10APR201 TL:4/LIVER INFERIOR CT 72
3
UNSCHEDULED/10APR201 TL:5/LIVER DOME CT 58
3
UNSCHEDULED/10APR201 NTL:/LUNG RIGHT UPPER LOBE CT Present
3 (IRRADIATED)
UNSCHEDULED/10APR201 NTL:1/GI OMENTUM CT Present
3
UNSCHEDULED/10APR201 NTL:2/SOFT CHEST WALL CT Present
3

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWATIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
114-0003 UNSCHEDULED/10APR201 NTL:3/LUNG MEDIASTINUM CT Present
/59/M/W2 3
Summary: . SLD =337, $CN=17.01, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
114-0005 SCREENING/05DEC2013 TL:1/LIVER LIVER LEFT CT 29
/73/M/W2 LATERAL ANTERIOR

SCREENING/05DEC2013 TL:2/LIVER LIVER LEFT CT 24
LATERAL CENTRAL

SCREENING/05DEC2013 TL:3/NODES LYMPH NODE CT 44
PERI-PORTAL

SCREENING/05DEC2013 TL:4/GI ADRENAL RIGHT CT 22 SLD = 119

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 156 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
114-0005 SCREENING/05DEC2013 NTL:1/LIVE LIVER VARIOUS CT
/73/M/W2
UNSCHEDULED/06FEB201 TL:1/LIVER LIVER LEFT CT 34
4 LATERAL ANTERIOR
UNSCHEDULED/06FEB201 TL:2/LIVER LIVER LEFT CT 22
4 LATERAL CENTRAL
UNSCHEDULED/06FEB201 TL:3/NODES LYMPH NODE CT 47
4 PERI-PORTAL
UNSCHEDULED/06FEB201 TL:4/GI ADRENAL RIGHT CT 30
4
UNSCHEDULED/06FEB201 NTL:1/LIVE LIVER VARIOUS CT Present
4

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 157 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
114-0005 Summary: . SLD =133, $CN=11.76, TL:
/73/M/W2 SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

114-0007 SCREENING/290CT2014 TL:1/LIVER LIVER INF TIP MRI 27
/60/F/W2

SCREENING/290CT2014 TL:2/NODES RT HILUM CT 25

SCREENING/290CT2014 TL:3/NODES RT C-P ANGLE CT 18

SCREENING/290CT2014 TL:4/LUNG RLL CT 16

SCREENING/290CT2014 TL:5/LUNG LUL CT 16 SLD = 102

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 158 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
114-0007 SCREENING/290CT2014 NTL:1/LUNG LUNG NODES CT
/60/F/W2
SCREENING/290CT2014 NTL:2/NODE MEDIASTIN. LNS CT
WEEK12/04FEB2015 TL:1/LIVER LIVER INF TIP MRI 25
WEEK12/04FEB2015 TL:2/NODES RT HILUM CT 15
WEEK12/04FEB2015 TL:3/NODES RT C-P ANGLE CT 20
WEEK12/04FEB2015 TL:4/LUNG RLL CT 19

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 159 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
114-0007 WEEK12/04FEB2015 TL:5/LUNG LUL CT 15
/60/F/W2
WEEK12/04FEB2015 NTL:1/LUNG LUNG NODES CT Present
WEEK12/04FEB2015 NTL:2/NODE MEDIASTIN.LNS CT Present
Summary: . SLD = 94, %CN = -7.84, TL:
SD, NTL: NotAssessed, OR:
SD, PD confirmed: No
WEEK24/01MAY2015 TL:1/LIVER LIVER INF TIP MRI 24
WEEK24/01MAY2015 TL:2/NODES RT HILIUM CT 13

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 160 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
114-0007 WEEK24/01MAY2015 TL:3/NODES RT C-P ANGLE CT 23
/60/F/W2

WEEK24/01MAY2015 TL:4/LUNG RLL CT 19

WEEK24/01MAY2015 TL:5/LUNG LUL CT 17

WEEK24/01MAY2015 NTL:1/LUNG LUNG NODES CT Present

WEEK24/01MAY2015 NTL:2/NODE MEDIASTIN. LNS CT Present

Summary: . SLD = 96, %CN = 2.13, TL:

SD, NTL: NotAssessed, OR:
SD, PD confirmed: No

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 161 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0001 SCREENING/20NOV2012 TL:1/LIVER HEPATIC MASS 1 CT 53
/59/F/A4
SCREENING/20NOV2012 TL:2/LIVER HEPATIC MASS 3 CT 33 SLD = 86
SCREENING/20NOV2012 NTL:1/LIVE PERIHEPATIC CT
NODULE
SCREENING/20NOV2012 NTL:2/LIVE HEPATIC MASS 2 CT
WEEK12/11FEB2013 TL:1/LIVER HEPATIC MASS 1 CT 58
WEEK12/11FEBR2013 TL:2/LIVER HEPATIC MASS 3 CT 54

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 162 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0001 WEEK12/11FEB2013 NTL:1/LIVE PERIHEPATIC CT Present
/59/F/A4 NODULE
WEEK12/11FEB2013 NTL:2/LIVE HEPATIC MASS 2 CT Uup
Summary: . SLD=112, %CN = 30.23, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 11FEB2013
115-0002 SCREENING/21NOV2012 TL:1/LIVER HEPATIC MASS MRI 44
/45/F/W2
SCREENING/21NOV2012 TL:2/PERIC CARDIAC THROMBUS CT 6l SLD = 105
SCREENING/21NOV2012 NTL:1/LUNG PULMONARY NODULE CT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 163 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0002 UNSCHEDULED/10JAN201 TL:1/LIVER HEPATIC MASS MRI 52
/45/F/W2 3
UNSCHEDULED/10JAN201 TL:2/PERIC CARDIAC THROMBUS CT 79
3
UNSCHEDULED/10JAN201 NTL:1/LUNG PULMONARY NODULE CT Uup
3
Summary: . SLD =131, $CN=24.76, TL:
PD, NTL: PD, OR: PD, PD
confirmed: Yes, 10JAN2013
115-0003 SCREENING/15JAN2013 TL:1/LIVER MRI 45
/63/M/W2
SCREENING/15JAN2013 TL:2/LIVER MRI 40

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 164 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing

(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
115-0003 SCREENING/15JAN2013 TL:3/LUNG CT 12
/63/M/W2

SCREENING/15JAN2013 TL:4/LUNG CT 11 SLD = 108

SCREENING/15JAN2013 NTL:1/LIVE MRI

SCREENING/15JAN2013 NTL:2/LUNG CT

SCREENING/15JAN2013 NTL:3/GI RIGHT PARACOLIC MRI

DEPOSIT
WEEK12/02APR2013 TL:1/LIVER MRI 47

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,

PI =NATIVE HAWAIIAN OROTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed
[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response
Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 165 of 1121
POLARIS2009-001 ADI-PEG 20

Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]

Gender/ No./Side Code

Race [2]

115-0003 WEEK12/02APR2013 TL:2/LIVER MRI 41

/63/M/W2
WEEK12/02APR2013 TL:3/LUNG CT 13
WEEK12/02APR2013 TL:4/LUNG CT 11
WEEK12/02APR2013 NTL:1/LIVE MRI Present
WEEK12/02APR2013 NTL:2/LUNG CT Present
WEEK12/02APR2013 NTL:3/GI RIGHT PARACOLIC MRI Present

DEPOSIT

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,

PI =NATIVE HAWAIIAN OROTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed
[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response
Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group
POLARIS2009-001 ADI-PEG 20

Page 166 of 1121
Listing 16.2.6.2

Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
115-0003 Summary: SLD = 112, %CN = 3.7, TL:
/63/M/W2 SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK24/24JUN2013 TL:1/LIVER MRI 47
WEEK24/24JUN2013 TL:2/LIVER MRI 43
WEEK24/24JUN2013 TL:3/LUNG CT 19
WEEK24/24JUN2013 TL:4/LUNG CT 14
WEEK24/24JUN2013 NTL:1/LIVE MRI Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 167 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
115-0003 WEEK24/24JUN2013 NTL:2/LUNG CT Present
/63/M/W2
WEEK24/24JUN2013 NTL:3/GI RIGHT PARACOLIC MRI Present
DEPOSIT
Summary: . SLD =123, $CN=13.89, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
115-0008 SCREENING/13JUN2013 TL:1/LIVER HEPATIC MASS MRI 124
/51/M/A8
SCREENING/13JUN2013 TL:2/LIVER HEPATIC MASS 2 MRI 46
SCREENING/13JUN2013 TL:3/ PELVIC MASS MRI ol SLD = 231

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 168 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0008 SCREENING/13JUN2013 NTL:1/LIVE HEPATIC MASS 3 MRI
/51/M/A8
SCREENING/13JUN2013 NTL:2/ PELVIC MASS 2 MRI
115-0009 SCREENING/03DEC2013 TL:1/LUNG RIGHT UPPER LOBE CT 12
/85/M/W2 NODULE
SCREENING/03DEC2013 TL:2/LIVER LEFT LIVER LOBE CT 54
LESION
SCREENING/03DEC2013 TL:3/LIVER SEGMENT 5 LIVER CT 28
LESION
SCREENING/03DEC2013 TL:4/GI PERITONEAL MASS CT 47 SLD = 141

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 169 of 1121
POLARIS2009-001 ADI-PEG 20

Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age _.. . Lesion . .
[11/ VlSlgfoisizzzizzéDate Type:Lesion Description Method Sggirg¥g] Dlixifer Summary [4]
Gender/ No./Side Code
Race [2]
115-0009 SCREENING/03DEC2013 NTL:1/LUNG LUNG NODULES CT
/85/M/W2
SCREENING/03DEC2013 NTL:2/LIVE MULTIPLE LIVER CT
LESIONS
SCREENING/03DEC2013 NTL:3/PERI EPINEPHRIC LYMPH CT
NODE
SCREENING/03DEC2013 NTL:4/ASCI ASCITES CT
WEEK12/21FEBR2014 TL:1/LUNG RIGHT UPPER LOBE CT 13
NODULE
WEEK12/21FEBR2014 TL:2/LIVER LEFT LIVER LOBE CT 53
LESION

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 170 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
115-0009 WEEK12/21FEB2014 TL:3/LIVER SEGMENT 5 LIVER CT 29
/85/M/W2 LESION
WEEK12/21FEB2014 TL:4/GI PERITONEAL MASS CT 49
WEEK12/21FEBR2014 NTL:1/LUNG LUNG NODULES CT Present
WEEK12/21FEB2014 NTL:2/LIVE MULTIPLE LIVER CT Present
LESIONS
WEEK12/21FEB2014 NTL:3/PERI EPINEPHRIC LYMPH CT Present
NODE
WEEK12/21FEB2014 NTL:4/ASCI ASCITES CT Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 171 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code

Race [2]

115-0009 Summary: . SLD = 144, %CN = 2.13, TL:
/85/M/W2 SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No

UNSCHEDULED/03APR201 TL:1/LUNG RIGHT UPPER LOBE CT 14
4 NODULE

UNSCHEDULED/03APR201 TL:2/LIVER LEFT LIVER LOBE CT 55
4 LESION

UNSCHEDULED/03APR201 TL:3/LIVER SEGMENT 5 LIVER CT 41
4 LESION

UNSCHEDULED/03APR201 TL:4/GI PERITONEAL MASS CT 51
4

UNSCHEDULED/03APR201 NTL:1/LUNG LUNG NODULES CT Present
4

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 172 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlsz£SEZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dl?ﬁzyer Summary [4]
Gender/ No./Side Code
Race [2]
115-0009 UNSCHEDULED/03APR201 NTL:2/LIVE MULTIPLE LIVER CT Present
/85/M/W2 4 LESIONS
UNSCHEDULED/03APR201 NTL:3/PERI EPINEPHRIC LYMPH CT Present
4 NODE
UNSCHEDULED/03APR201 NTL:4/ASCI ASCITES CT Present
4
Summary: . SLD=161, $CN=14.18, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK24/21MAY2014 TL:1/LUNG RIGHT UPPER LOBE CT 13
NODULE
WEEK24/21MAY2014 TL:2/LIVER LEFT LIVER LOBE CT 56
LESION

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 173 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0009 WEEK24/21MAY2014 TL:3/LIVER SEGMENT 5 LIVER CT 41
/85/M/W2 LESION
WEEK24/21MAY2014 TL:4/GI PERITONEAL MASS CT 477
WEEK24/21MAY2014 NTL:1/LUNG LUNG NODULES CT UpP
WEEK24/21MAY2014 NTL:2/LIVE MULTIPLE LIVER CT Present
LESIONS
WEEK24/21MAY2014 NTL:3/PERI EPINEPHRIC LYMPH CT Present
NODE
WEEK24/21MAY2014 NTL:4/ASCI ASCITES CT Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 174 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0009 WEEK24/21MAY2014 NTL:5/GI PERITONEAL CT New
/85/M/W2 NODULES
Summary: . SLD =157, $CN=11.35, TL:
SD, NTL: PD, OR: PD, PD
confirmed: Yes, 21MAY2014
115-0011 SCREENING/21MAY2014 TL:1/LIVER LIVER LESION 1 CT 57
/56/M/W2
SCREENING/21MAY2014 TL:2/LIVER LIVER LESION 2 CT 20
SCREENING/21MAY2014 TL:3/LUNG LUNG NODULE CT 17
SCREENING/21MAY2014 TL:4/NODES PORTAL LYMPH NODE CT 29 SLD = 123

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 175 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0011 SCREENING/21MAY2014 NTL:1/LIVE PORTAL VEIN TUMOR CT
/56/M/W2 THROMBUS
SCREENING/21MAY2014 NTL:2/SOFT OMENTAL CT
NODULARITY
SCREENING/21MAY2014 NTL:3/LUNG LUNG NODULES CT
UNSCHEDULED/16JUL201 TL:1/LIVER LIVER LESION 1 CT 62
4
UNSCHEDULED/16JUL201 TL:2/LIVER LIVER LESION 2 CT 20
4
UNSCHEDULED/16JUL201 TL:3/LUNG LUNG NODULE CT 22
4

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 176 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0011 UNSCHEDULED/16JUL201 TL:4/NODES PORTAL LYMPH CT 31
/56/M/W2 4 NODES
UNSCHEDULED/16JUL201 NTL:1/LIVE PORTAL VEIN TUMOR CT Present
4 THROMBUS
UNSCHEDULED/16JUL201 NTL:2/SOFT OMENTAL CT Present
4 NODULARITY
UNSCHEDULED/16JUL201 NTL:3/LUNG LUNG NODULES CT Present
4
Summary: . SLD = 135, %CN = 9.76, TL:
SD, NTL:
IncompleteResponse/SD,
OR: SD, PD confirmed: No
WEEK12/29AUG2014 TL:1/LIVER LIVER LESION 1 CT 70

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 177 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0011 WEEK12/29AUG2014 TL:2/LIVER LIVER LESION 2 CT 20
/56/M/W2
WEEK12/29AUG2014 TL:3/LUNG LUNG NODULE CT 26
WEEK12/29AUG2014 TL:4/NODES PORTAL LYMPH NODE CT 38
WEEK12/29AUG2014 NTL:1/LIVE PORTAL VEIN TUMOR CT Present
THROMBUS
WEEK12/29AUG2014 NTL:2/SOFT OMENTAL CT Present
NODULARITY
WEEK12/29AUG2014 NTL:3/LUNG LUNG NODULES CT Present

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 178 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No./Side Code
Race [2]
115-0011 Summary: . SLD = 154, %CN = 25.2, TL:
/56/M/W2 PD, NTL:
IncompleteResponse/SD,
OR: PD, PD confirmed: Yes,
29AUG2014

115-0014 SCREENING/21JAN2015 TL:1/LIVER SEGMENT 4A MRI 43
/T72/M/W2

SCREENING/21JAN2015 TL:2/LIVER RIGHT MRI 137 SLD = 180

INFILTRATIVE
MASS
SCREENING/21JAN2015 NTL:1/LIVE MULTIPLE LESIONS MRI
SCREENING/21JAN2015 NTL:2/LIVE RIGHT PORTAL VEIN MRI
TUMOR THROMBUS

116-0002 SCREENING/19FEB2013 TL:1/LIVER CENTRAL HEPATIC CT 100 SLD = 100
/67/F/W2 MASS

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 179 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlEfO£SEZZZiZiéDate Type:Lesion Description Method Sg;irng] Dl?ﬁzfer Summary [4]
Gender/ No./Side Code
Race [2]
116-0002 SCREENING/19FEB2013 NTL:1/LIVE TUMOR THROMBUS CT
/67/F/W2 ANTERIOR BRANCH
OF THE RT. PORTAL
VEIN
SCREENING/19FEB2013 NTL:2/LIVE EXPANSILE TUMOR CT

THROMBUS LT.
PORTAL BRANCH

SCREENING/19FEB2013 NTL:3/LIVE PERIPHERAL CT
NODES, NUMEROUS
WEEK12/29MAY2013 TL:1/LIVER CENTRAL HEPATIC CT 98
MASS
WEEK12/29MAY2013 NTL:1/LIVE TUMOR THROMBUS CT Present

ANTERIOR BRANCH
OF THE RT. PORTAL
VEIN

WEEK12/29MAY2013 NTL:2/LIVE EXPANSILE TUMOR CT Present
THROMUS LT.
PORTAL BRANCH

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015



Polaris Group Page 180 of 1121
POLARIS2009-001 ADI-PEG 20
Listing 16.2.6.2
Tumor Assessment Summary Listing
(Intent-to-Treat Population)

Treatment Group: ADI-PEG 20

Subject
No./ Age . . Lesion . .
[11/ VlSlsz£SEZZZ;ZiéDate Type:Lesion Description Method SS:E;;EH Dl?ﬁzyer Summary [4]
Gender/ No./Side Code
Race [2]
116-0002 WEEK12/29MAY2013 NTL:3/LIVE PERIPHERAL CT Present
/67/F/W2 NODES, NUMEROUS
Summary: . SLD = 98, %CN = -2, TL: SD,
NTL:

IncompleteResponse/SD,
OR: SD, PD confirmed: No

WEEK24/23AUG2013 TL:1/LIVER CENTRAL HEPATIC CT 112
MASS
WEEK24/23AUG2013 NTL:1/LIVE TUMOR THROMBUS CT Present

ANTERIOR BRANCH
OF THE RT. PORTAL
VEIN

WEEK24/23AUG2013 NTL:2/LIVE EXPANSILE TUMOR CT Present
THROMUS LT.
PORTAL BRANCH

WEEK24/23AUG2013 NTL:3/LIVE PERIPHERAL CT Present
NODES, NUMEROUS

[1] Age is calculated to be the integer part of (Date of Informed Consent-Date of Birth + 1)/365.25.

[2] Race: MIX = Mixed Race, BL = BLACK OR AFRICAN AMERICA, AI = AMERICAN INDIAN OR ALASKA NATIVE, Al = ASIAN - MAINLAND CHINA,
A2 = ASIAN - TAIWAN, A3 = ASIAN - CENTRAL/SOUTH ASIAN HERITAGE, A4 = ASIAN - SOUTH EAST ASIAN HERITAGE, A5 = ASIAN - JAPANESE
HERITAGE, A6 = ASIAN - EAST ASIAN HERITAGE, A7 = ASIAN - NORTH EAST ASIAN, A8 = ASIAN - ASIAN - OTHER, AMX = ASIAN - MIXED,
PI =NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER, Wl =WHITE - ARABIC/NORTH AFRICAN HERITAGE, W2=WHITE - WHITE/CAUCASIAN/EUROPEAN
HERITAGE, OTH = OTHER RACE.

[3] UP=Unequivocally Progressed

[4] SLD = Sum of Longest Diameters, % CN = % Change Nadir, TL:Target Lesion, NTL: Non-Targte Lesion, OR: Overall Response

Executed: 04NOV2015 11:23 Date of Extraction: 23JUL2015
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Treatment Group: ADI-PEG 20

Subject

No./ Age . . Lesion . .

[11/ VlSlEfoisiZZZ;ZiéDate Type:Lesion Description Method Sg;irng] Dlizzger Summary [4]
Gender/ No.