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Trial information

Trial identification

Sponsor protocol code
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Additional study identifiers

ISRCTN number

ClinicalTrials.gov id (NCT number)

NCT04436120

WHO universal trial number (UTN)

Notes:

Sponsors

Sponsor organisation name

Pfizer, Inc.

Sponsor organisation address

235 E 42nd Street, New York, United States, NY 10017

Public contact

Pfizer ClinicalTrials.gov Call Center, Pfizer, Inc., +1
8007181021, ClinicalTrials.gov_Inquiries@pfizer.com

Scientific contact

Pfizer ClinicalTrials.gov Call Center, Pfizer, Inc., +1
8007181021, ClinicalTrials.gov_Inquiries@pfizer.com

Notes:

Paediatric regulatory details

Is trial part of an agreed paediatric
investigation plan (PIP)

No

Does article 45 of REGULATION (EC) No
1901/2006 apply to this trial?

No

Does article 46 of REGULATION (EC) No
1901/2006 apply to this trial?

No

Notes:
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Results analysis stage

Analysis stage Final
Date of interim/final analysis 14 December 2020
Is this the analysis of the primary Yes

completion data?

Primary completion date

14 December 2020

Global end of trial reached? Yes
Global end of trial date 14 December 2020
Was the trial ended prematurely? Yes

Notes:

General information about the trial

Main objective of the trial:

The primary objective is to obtain and analyze archival pre-treatment tumor samples and post-
progression tumor biopsies to identify molecular markers of resistance to selected anti-cancer therapies.

Protection of trial subjects:

This study was conducted in compliance with the ethical principles originating in or derived from the
Declaration of Helsinki and in compliance with all International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH) Good Clinical Practice (GCP) Guidelines. In
addition, all local regulatory requirements were followed, in particular, those affording greater protection

to the safety of trial subjects.

Background therapy: -

Evidence for comparator: -

Actual start date of recruitment

13 February 2019

Long term follow-up planned

No

Independent data monitoring committee
(IDMC) involvement?

No

Notes:

Population of trial subjects

Subjects enrolled per country

Country: Number of subjects enrolled

Argentina: 6

Country: Number of subjects enrolled

Belgium: 4

Country: Number of subjects enrolled

France: 13

Country: Number of subjects enrolled

United Kingdom: 2

Country: Number of subjects enrolled

United States: 11

Worldwide total number of subjects 36
EEA total number of subjects 17
Notes:

Subjects enrolled per age group

In utero 0

Preterm newborn - gestational age < 37
wk

Newborns (0-27 days) 0
Infants and toddlers (28 days-23 0
months)

Children (2-11 years) 0
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Adolescents (12-17 years) 0
Adults (18-64 years) 14
From 65 to 84 years 22
85 years and over 0
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Subject disposition

Recruitment

Recruitment details:

Of 97 subjects screened, 38 were enrolled into 7 cohorts. Only 36 subjects in the Safety Analysis (SA)
population enrolled and for whom a de novo biopsy procedure or research blood draw was performed
were analyzed. No subjects discontinued from study due to adverse events (AEs).There was no study
drug or study device involved in this study.

Pre-assignment

Screening details:

There were 38 subjects enrolled at 24 sites and only 36 subjects were included in the SA population who
had de novo biopsy or research blood draw performed.

Period 1

Period 1 title

Overall Study (overall period)

Is this the baseline period?

Yes

Allocation method

Not applicable

Blinding used Not blinded
Arms
Are arms mutually exclusive? No

Arm title

Cohort 1: Non-small cell lung carcinoma (NSCLC) monotherapy

Arm description:

Progressive disease on 1st line monotherapy anti-programmed cell death receptor 1 or programmed cell

death ligand 1 (anti-PD-1/-L1).

Arm type

Tumor biopsy and blood draw

Investigational medicinal product name

Pharmaceutical Forms was not applicable. Choose cohort 1 was
meaningless, at least one arm should be chosen in this section,
otherwise there would be an error.

Investigational medicinal product code

Other name

Pharmaceutical forms

Anticoagulant and preservative solution for blood

Routes of administration

Not mentioned

Dosage and administration details:
NA

Arm title

Cohort 2: NSCLC combination

Arm description:

Progressive disease on 1st line anti-PD-1/-L1 plus standard doublet platinum-containing regimen; or
progressive disease on 1st line anti-PD-1/-L1 plus standard doublet platinum-containing regimen
followed by continuation of single agent anti-PD-1/-L1.

Arm type

|Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title

Cohort 3: Renal cell carcinoma (RCC) with clear cell component

Arm description:

Progressive disease on 2nd line monotherapy anti-PD-1/-L1; or progressive disease on 1st line
combination of doublet anti-PD-1/-L1 with anti-CTLA-4; or progressive disease on 1st line combination
of avelumab with axitinib or pembrolizumab with axitinib.

Arm type

|Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title

Cohort 4: HR+ HER2- adenocarcinoma of the breast

Arm description:

Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Arm type

Tumor biopsy and blood draw
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No investigational medicinal product assigned in this arm

Arm title Cohort 5: Castrate-resistant adenocarcinoma of the prostate

Arm description:
Progressive disease on enzalutamide monotherapy.

Arm type Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title Cohort 6: Castrate-resistant adenocarcinoma of the prostate

Arm description:
Progressive disease on abiraterone in combination with prednisone.

Arm type Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title Cohort 7: gBRCAmM HER2- adenocarcinoma of the breast

Arm description:

Progressive disease on a poly ADP-ribose polymerase (PARP) inhibitor monotherapy in subjects
previously treated with chemotherapy in the neoadjuvant, adjuvant, or metastatic setting.

Arm type |Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title The biomarker evaluable target (BET) Populations in Cohort 4

Arm description:
Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Arm type Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title The BET (whole exome tumor DNA [WETD]) Populations in
Cohort 4

Arm description:
Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Arm type |Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm
Arm title The BE [targeted blood cfDNA (TBD)] Populations in Cohort 4

Arm description:
Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.
Arm type |Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm
Arm title The BE (TBD) Populations in Cohort 5 & 6

Arm description:
Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.

Arm type |Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm
Arm title The BET Populations in Cohort 5 & 6

Arm description:
Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.

Arm type Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm
Arm title The BET (WETD) Populations in Cohort 5 & 6

Arm description:
Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.

Arm type Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title The BET [targeted tumor RNA (TTR)] Populations in Cohort 5 &
6
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Arm description:

Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.

Arm type

Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Arm title

The BET [WTTR] Populations in Cohort 5 & 6

Arm description:

Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.

Arm type

Tumor biopsy and blood draw

No investigational medicinal product assigned in this arm

Number of subjects in period 1

Cohort 1: Non-small
cell lung carcinoma

Cohort 2: NSCLC
combination

Cohort 3: Renal cell
carcinoma (RCC)

(NSCLC) with clear cell
monotherapy component
Started 1 4 5
Completed 1 4 5
Not completed 0 0 0

Lost to follow-up

Number of subjects in period 1

Cohort 4: HR+

Cohort 5: Castrate-

Cohort 6: Castrate-

HER2- resistant resistant
adenocarcinoma of | adenocarcinoma of | adenocarcinoma of
the breast the prostate the prostate
Started 11 5 11
Completed 10 5 10
Not completed 1 0
Lost to follow-up 1 -

Number of subjects in period 1

Cohort 7: gBRCAm

The biomarker

The BET (whole

HER2- evaluable target exome tumor DNA
adenocarcinoma of | (BET) Populations in|[WETD]) Populations|
the breast Cohort 4 in Cohort 4
Started 1 6 3
Completed 1 6 3
Not completed 0 0 0

Lost to follow-up

Number of subjects in period 1

The BE [targeted
blood cfDNA (TBD)]

The BE (TBD)
Populations in

The BET Populations
in Cohort 5 & 6

Populations in Cohort 5 & 6
Cohort 4
Started 8 10 6
Completed 8 10 6
Not completed 0 0 0

Lost to follow-up

Number of subjects in period 1

The BET (WETD)
Populations in

The BET [targeted
tumor RNA (TTR)]

The BET [WTTR]
Populations in

Cohort 5 & 6 Populations in Cohort 5 & 6
Cohort 5 & 6
Started 2 2 6 |
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Completed 2 2 6

Not completed 0 0 0

Lost to follow-up - - -
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Baseline characteristics

Reporting groups

Reporting group title

Overall Study

Reporting group description:

36 subjects were SA populations who had de novo biopsy or research blood draw performed.

Reporting group values Overall Study Total
Number of subjects 36 36
Age categorical
Units: Subjects
In utero 0 0
Preterm newborn infants 0 0
(gestational age < 37 wks)
Newborns (0-27 days) 0 0
Infants and toddlers (28 days-23 0 0
months)
Children (2-11 years) 0 0
Adolescents (12-17 years) 0 0
Adults (18-64 years) 14 14
From 65-84 years 22 22
85 years and over 0 0

Age Continuous

Data collected for Demographics and Baseline Characteristics Summary only in Safety Analysis

Population

Units: Years
arithmetic mean
standard deviation

67.1
+ 8.99

Sex: Female, Male

Data collected for Demographics and Baseline Characteristics Summary only in Safety Analysis

Population

Units: Subjects
Female 12 12
Male 24 24

Race/Ethnicity, Customized

Data collected for Demographics and Baseline Characteristics Summary only in Safety Analysis

Population

Units: Subjects
White 28 28
Multiracial 1 1
Not reported 7 7

Ethnicity (NIH/OMB)

Data collected for Demographics and Baseline Characteristics Summary only in Safety Analysis

Population

Units: Subjects

Hispanic or Latino
Not Hispanic or Latino
Unknown or Not Reported

18
12

18
12
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End points

End points reporting groups

Reporting group title |Cohort 1: Non-small cell lung carcinoma (NSCLC) monotherapy

Reporting group description:

Progressive disease on 1st line monotherapy anti-programmed cell death receptor 1 or programmed cell
death ligand 1 (anti-PD-1/-L1).

Reporting group title |Cohort 2: NSCLC combination

Reporting group description:

Progressive disease on 1st line anti-PD-1/-L1 plus standard doublet platinum-containing regimen; or
progressive disease on 1st line anti-PD-1/-L1 plus standard doublet platinum-containing regimen
followed by continuation of single agent anti-PD-1/-L1.

Reporting group title |Cohort 3: Renal cell carcinoma (RCC) with clear cell component

Reporting group description:

Progressive disease on 2nd line monotherapy anti-PD-1/-L1; or progressive disease on 1st line
combination of doublet anti-PD-1/-L1 with anti-CTLA-4; or progressive disease on 1st line combination
of avelumab with axitinib or pembrolizumab with axitinib.

Reporting group title |Cohort 4: HR+ HER2- adenocarcinoma of the breast

Reporting group description:
Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Reporting group title |Cohort 5: Castrate-resistant adenocarcinoma of the prostate

Reporting group description:
Progressive disease on enzalutamide monotherapy.
Reporting group title |Cohort 6: Castrate-resistant adenocarcinoma of the prostate

Reporting group description:
Progressive disease on abiraterone in combination with prednisone.

Reporting group title |Cohort 7: gBRCAm HER2- adenocarcinoma of the breast

Reporting group description:

Progressive disease on a poly ADP-ribose polymerase (PARP) inhibitor monotherapy in subjects
previously treated with chemotherapy in the neoadjuvant, adjuvant, or metastatic setting.

Reporting group title |The biomarker evaluable target (BET) Populations in Cohort 4

Reporting group description:
Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Reporting group title The BET (whole exome tumor DNA [WETD]) Populations in
Cohort 4

Reporting group description:

Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Reporting group title |The BE [targeted blood cfDNA (TBD)] Populations in Cohort 4
Reporting group description:

Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Reporting group title |The BE (TBD) Populations in Cohort 5 & 6

Reporting group description:

Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.
Reporting group title |The BET Populations in Cohort 5 & 6

Reporting group description:

Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.
Reporting group title |The BET (WETD) Populations in Cohort 5 & 6

Reporting group description:

Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.

Reporting group title The BET [targeted tumor RNA (TTR)] Populations in Cohort 5 &
6

Reporting group description:
Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.
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Reporting group title

The BET [WTTR] Populations in Cohort 5 & 6

Reporting group description:

Progressive disease on enzalutamide monotherapy and on abiraterone in combination with prednisone.

Primary: Change in the Frequency of Gene Alterations Between Pre-treatment
Tumor Samples (Archival) and Post-progression (De Novo) Tumor Biopsies

End point title

Change in the Frequency of Gene Alterations Between Pre-
treatment Tumor Samples (Archival) and Post-progression (De
Novo) Tumor Biopsies!1[2]

End point description:

Using the targeted panel next-generation sequencing (NGS) to analyze mutation frequency between the
archival and de novo tumor samples in the biomarker evaluable target (BET) populations of Cohort 4
(N=6) and Cohort 5&6 (N=6), using the whole exome sequencing NGS to analyze mutation frequency
between the archival and de novo tumor biopsies in the BET (whole exome tumor DNA [WETD])
populations of Cohort 4 (N=3) and Cohort 5&6 (N=2). Biomarker evaluable target (BET) Population and
BET (whole exome tumor DNA [WETD]) Population were analyzed. The BET population was defined as
subjects in the BE population who have a targeted tumor DNA panel biomarker result from both the
archival and de novo biopsy tumor tissue biospecimen. BET (WETD) was defined as all subjects in the
BET population who have results of WETD NGS sample analysis from both the archival and de novo

biopsy tumor tissue biospecimen.

End point type

Primary

End point timeframe:

Through study completion, approximately 3 months

Notes:

[1] - No statistical analyses have been specified for this primary end point. It is expected there is at
least one statistical analysis for each primary end point.
Justification: Statistic analysis is frequency change and 95% CI in this case.

[2] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all the
baseline period arms will be reported on when providing values for an end point on the baseline period.
Justification: Analysis was planned only for the arms specified.

The biomarker

The BET (wholg

evaluable exome tumor The BET I\?VGE'?II;-)I—
End point values target (BET) | DNA [WETD]) | Populations in . .
. : - - Populations in
Populations in | Populations in| Cohort 5 & 6 Cohort 5 & 6
Cohort 4 Cohort 4
Subject group type Reporting group Reporting group Reporting group Reporting group
Number of subjects analysed 6 3 6 2
Units: Percentage of subjects
number (confidence interval 95%)
AKT1 ¢c.238T>C 16.7 (-28.9 to 999999 999999 999999
56.4) (999999 to (999999 to (999999 to
999999) 999999) 999999)
ARHGAP39 c.2000G>A 16.7 (-28.9 to 999999 999999 999999
56.4) (999999 to (999999 to (999999 to
999999) 999999) 999999)
ARHGAP39 ¢.2085G>C -16.7 (-56.4 to 999999 999999 999999
28.9) (999999 to (999999 to (999999 to
999999) 999999) 999999)
ARID1A c.3145_3146dupCT 0.0 (-39.0to | 0.0 (-56.1to0 999999 999999
39.0) 56.1) (999999 to (999999 to
999999) 999999)
ARID1A c.3977dupC 0.0 (-39.0 to 999999 999999 999999
39.0) (999999 to (999999 to (999999 to
999999) 999999) 999999)
ARID2 c.1803dupG 0.0 (-39.0 to 999999 999999 999999
39.0) (999999 to (999999 to (999999 to
999999) 999999) 999999)
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ASXL1 ¢.1934dupG

ATM c.5557G>A

ATM c.5948A>G

AXIN1 c.1881G>T

BAP1 c.179G>A

BCLAF1 c.615_619delATCAGIinsGTCAT

BCOR c.476C>A

BRCA1 c.2612C>T

BRCA1 c.3113A>G

BRCA1 c.3548A>G

BRCA1 c.4837A>G

BRCA1 c.4956G>A

BRCA2 c.1114A>C

BRCA2 c.2803G>A

BRCA2 ¢.7397T>C

BRCA2 c.9976A>T

BRIP1 c.14G>C

BRIP1 c.2755T>C

CBR3 ¢.730G>A

CCNE1 c.1117G>A

CD22 c.757G>T

CD3EAP c.1516C>A

16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999

(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-65.8 to
65.8)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-65.8 to
65.8)

0.0 (-65.8 to
65.8)

0.0 (-65.8 to
65.8)

0.0 (-65.8 to
65.8)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-65.8 to
65.8)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-65.8 to
65.8)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)
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CDH1 c.1269delT

CDH1 c.466T>A

CREBBP c.1792C>T

CSF3R ¢.14G>T

DNM2 c.1782-5delC

DPYD c.1471G>T

DYNC2H1 c.1714A>G

ECH1 c.122A>C

ERBB2 c.1958C>G

ERBB2 c.2446C>T

ERCC5 c.440C>G

ESR1 c.1609T>A

ESR1 ¢.1610_1613delATGAINSGTGG

ESR1 c.1613A>G

FAM175A c.826_828delGAG

FANCA c.2426G>A

FANCD2 c.1214A>G

FANCE c.17C>G

FAT1 c.3818A>G

FGF9 c.375T>A

FGFR1 c.358+4G>A

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
-16.7 (-16.7 to
28.9)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

33.3 (-41.5 to
79.2)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

Clinical trial results 2018-003612-45 version 1

EU-CTR publication date:

22 December 2021

Page 12 of 85




FGFR1OP ¢.985-6_985-5dupTT

FLT4 c.1019G>C

FOXA1 c.247G>A

FOXA1 c.801G>T

FOXA1 c.874G>T

FOXQ1 c.1013A>G

FOXQ1 c.895G>A

FRS2 ¢.236G>T

GATA2 ¢c.527C>T

GATA3 c.1223_1224insA

GNAS ¢c.521G>A

GOT2 c.1037T>G

HEATR1 c.6347-4_6347-3dupTT

IRF2 c.744G>A

IRS2 ¢.3170G>A

ITPKB ¢.1222T>G

JAK1 c.1252G>C

JAK2 ¢.2743G>T

JAK3 ¢c.757A>G

KDMG6A c.2859-5delT

KDR ¢.2921G>T

-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
-16.7 (-56.4 to
28.9)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

16.7 (-28.9 to
56.4)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)
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KMT2C c.2536delG

KMT2C ¢.4270C>T

LMAN1 c.823-2dupA

LRP1B c.143A>G

LRP1B ¢.5737G>A

LTN1 c.1717A>G

LYN c.475G>T

MAP2K4 c.179C>A

MED12 c.1364G>T

MGMT c.520A>G

MGMT c.626A>G

MLH1 c.655A>G

MSH2 c.1748A>G

MSH6 ¢c.116G>A

MSH6 ¢.3557-4dupT

MTHFR c.1286A>C

MUTYH ¢.1014G>C

MUTYH c.1187G>A

MYB ¢c.1781C>G

NBN ¢.553G>C

NBN c.683T>G

NCOR1 c.4135G>T

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to

56.1)

999999
(999999 to
999999)

0.0 (-56.1 to

56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to

56.1)

999999
(999999 to
999999)

0.0 (-56.1 to

56.1)

0.0 (-56.1 to

56.1)

0.0 (-56.1 to

56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

-33.3 (-70.0 to
18.7)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
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999999
(999999 to
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999999)
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999999)

999999
(999999 to
999999)

999999
(999999 to
999999)
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(999999 to
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999999
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NCOR2 c.1597G>A

NF1 c.7063-1G>T

NF1 c.849T>G

NOTCH1 c.2588-4G>A

NOTCH2 c.3522+3G>A

NOTCH3 ¢.539C>T

NTRK1 c.1806-4delA

NUP98 ¢.3310G>A

PALB2 c.1676A>G

PALB2 c.2014G>C

PIK3CA c.1035T>A

PIK3CA c.1633G>A

PIK3CA c.3140A>G

PIK3CG c.41A>G

PLCG2 c.2011A>G

PMS2 c.13G>C

PMS2 c.1408C>T

PMS2 c.1454C>A

PMS2 c.1621A>G

PMS2 ¢.2570G>C

PMS2 c.89A>G

POLD1 c.2959delG

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

33.3 (-18.7 to
70.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-65.8 to
65.8)

0.0 (-65.8 to
65.8)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-65.8 to
65.8)

50.0 (-48.6 to
90.5)

999999
(999999 to
999999)

999999
(999999 to
999999)

Clinical trial results 2018-003612-45 version 1

EU-CTR publication date:

22 December 2021

Page 15 of 85




PRKDC c.6424C>T

PTCH1 c.3746C>T

PTCH2 c.2134G>A

PTPN13 c.4097T>A

PTPN13 c.5683A>T

PTPN13 c.6256T>G

PUS3 ¢.1380G>C

RAD51C ¢.376G>A

RADS51D c.494G>A

RIT1 ¢c.625G>C

RNF43 c.1252C>A

ROS1 ¢.1775_1777delGTG

RSF1 ¢c.3025G>C

SF3B1 c.2077+4A>G

SOD2 c.47T>C

SYNE1 c.18758G>A

TBC1D12 c.1246C>T

TBC1D9B c.3356A>C

TBX3 ¢c.364G>A

TBX3 ¢.820_827dupCCCGAAAC

TCF3 ¢c.737C>T

-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

999999
(999999 to
999999)

999999
(999999 to
999999)

0 (-56.1 to
56.1)

-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

0.0 (-56.1 to
56.1)

999999
(999999 to
999999)

33.3 (-41.5 to
79.2)

999999
(999999 to
999999)

33.3 (-41.5 to
79.2)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to
39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
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999999)

999999
(999999 to
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999999
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999999
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999999
(999999 to
999999)
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TERT c.215G>A

TGFBR2 ¢.530-4T>A

TP53 ¢.215C>G

TP53 c.388delC

TP53 c.782+1G>A

TUSC3 ¢.99_101delGCT

ZFHX3 ¢.10931G>T

ZFHX3 ¢c.1135C>G

ZFHX3 c.1631C>T

ZFHX3 ¢.2833T>G

ALK c.1043C>A

APLNR c.349G>A

CARD11 c.988G>A

CHD4 c.4060G>C

EGFR c.1008G>A

EP300 c.6613A>C

ERCC6 ¢c.3661C>T

ERG c.1455_1461delCTACTAA

EZH2 c.848C>T

FBXO11 c.164_169delAGCAGC

FLT4 c.2405G>T

FOXO1 ¢.302C>T

16.7 (-28.9 to

56.4)

0.0 (-39.0 to

39.0)

0.0 (-39.0 to

39.0)

0.0 (-39.0 to

39.0)

0.0 (-39.0 to

39.0)

-16.7 (-56.4 to

28.9)

-16.7 (-56.4 to

28.9)

16.7 (-28.9 to

56.4)

-16.7 (-56.4 to

28.9)

-16.7 (-56.4 to

28.9)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-56.1 to

56.1)

0.0 (-56.1 to

56.1)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

-33.3 (-79.2 to

41.5)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-39.0 to

39.0)

0.0 (-39.0 to

39.0)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999

(999999 to
999999)

16.7 (-28.9 to

56.4)

0.0 (-39.0 to

39.0)

0.0 (-39.0 to

39.0)

-16.7 (-56.4 to

28.9)

0.0 (-39.0 to

39.0)

-16.7 (-56.4 to

28.9)

-16.7 (-56.4 to

28.9)

-16.7 (-56.4 to

28.9)

0.0 (-39.0 to

39.0)

16.7 (-28.9 to

56.4)

-16.7 (-56.4 to

28.9)

16.7 (-28.9 to

56.4)

999999
(999999 to
999999)

999999
(999999 to
999999)

0.0 (-65.8 to

65.8)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999

(999999 to
999999)

0.0 (-65.8 to

65.8)

0.0 (-65.8 to

65.8)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999

(999999 to
999999)
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GNAQ c.303C>A

HOTS ¢.233_236delTACTinsCACC

IRS2 c.1242C>A

KDM5C ¢.3019C>T

KIT c.597delA

KMT2A c.9400C>T

KMT2B c.26G>A

KMT2C c.4845G>A

LRP1B c.4439G>A

MAGEA10 c.1021G>T

MAP3K1 c.4292A>T

MET ¢.2318C>T

MSH6 c.1186C>G

MSH6 ¢.1486T>G

MUTYH c.64G>A

MYH11 c.5819dupC

NF1 c.1082G>C

NOTCH2 c.17_18delCC

NTRK3 ¢c.137G>C

PALB2 c.2993G>A

PALLD ¢.270_275dupCCCGCC

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
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999999)

999999
(999999 to
999999)

999999
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999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
-16.7 (-56.4 to
28.9)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)
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(999999 to
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90.5)
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65.8)
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PAX8 c.352G>A

PDGFRB ¢.1543G>C

PIK3R1 c.1690A>G

PIK3R1 c.935delC

PIK3R2 ¢.2047T>G

PLCG1 c.1825C>T

PLCG2 c.2114G>A

PMS2 c.1789A>T

PMS2 c.706-4delT

PTEN c.900delC

PTPRD c.2069A>G

RB1 c.1466G>A

RNF139 ¢.135C>G

ROS1 c.3416A>G

SPOP c.260A>G

SYNE1 c.25403G>A

TCF3 c.1643G>A

TEP1 ¢c.3649C>T

TP53 ¢c.993G>T

TP53 ¢.994-2A>G

U2AF1 c.101C>T

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)
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999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

-16.7 (-56.4 to
28.9)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)

0.0 (-39.0 to
39.0)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)

0.0 (-39.0 to
39.0)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)

0.0 (-39.0 to
39.0)
-16.7 (-56.4 to
28.9)
16.7 (-28.9 to
56.4)
-16.7 (-56.4 to
28.9)
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(999999 to
999999)

-50.0 (-90.5 to
48.6)
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999999)
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(999999 to
999999)

0.0 (-65.8 to
65.8)
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999999)

0.0 (-65.8 to
65.8)
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999999)
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999999)

50.0 (-48.6 to
90.5)
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50.0 (-48.6 to
90.5)
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ZFHX3 c.11065A>G

AATK c.65C>T

ABCCS ¢c.4535C>T

ACADS c.989G>A

ACAP3 ¢c.1990C>T

ACSL4 c.106G>A

ADAMTS13 ¢.3287G>A

ADAMTS7 c.227G>A

ADCYS5 ¢.778C>T

ADGRE2 c.934C>A

ADGRE3 c.1411G>A

ADGRF2 c.680C>T

ADGRG3 ¢.1394C>T

ADH4 c.1174delA

AEBP1 c.799G>A

AGFG2 c.340C>A

AGPAT4 c.853C>T

AGRN c.184C>A

AGRN ¢.3157G>C

AHNAK2 c.13479G>A

AHNAK2 ¢c.9650T>C

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
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999999)
-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)
33.3 (-41.5 to
79.2)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
33.3 (-41.5 to
79.2)
33.3 (-41.5 to
79.2)
-33.3 (-79.2 to
41.5)
33.3 (-41.5 to
79.2)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
33.3 (-41.5 to
79.2)

0.0 (-56.1 to
56.1)
33.3 (-41.5 to
79.2)

0.0 (-56.1 to
56.1)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)

16.7 (-28.9 to
56.4)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
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AKNA ¢.3907T>C

ALS2CL c.14A>G

ANKRD61 ¢.323C>G

ANKS1A c.157_159delGGC

ANKS1B c.2548C>A

ANTXR1 c.1121A>C

ANTXR2 c.940G>A

APC2 c.1312C>T

APLP1 c.1243C>T

ARF6 ¢.352_354delCTC

ARHGAPS6 ¢.1585G>C

ARHGEF1 ¢.2031_2033delGCT

ARHGEF19 ¢.1379C>T

ARHGEF7 ¢c.2072G>A

ARL10 ¢.53C>T

ARL6IP4 c.902_904delAGA

ARRDC4 c.227C>T

ARSI ¢.312G>A

ASCC3 ¢.5962A>G

ASH1L ¢.8522G>A

ASPRV1 c.985G>T

999999
(999999 to
999999)
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-33.3 (-79.2 to
41.5)

33.3 (-41.5 to
79.2)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

33.3 (-41.5 to
79.2)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)

33.3 (-41.5 to
79.2)

33.3 (-41.5 to
79.2)

33.3 (-41.5 to
79.2)

33.3 (-41.5 to
79.2)

-33.3 (-79.2 to
41.5)

33.3 (-41.5 to
79.2)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)

-33.3 (-79.2 to
41.5)

33.3 (-41.5 to
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ATM c.3403-4dupT

ATP13A2 c.2984C>T

ATP2C2 c.2192delA

ATP6AP1 c.508A>C

ATP7A c.3388C>A

ATRN ¢.263_268delCGGCGG

B3GLCT ¢.517G>A

B4GALNT2 c.1414G>A

B4GALT7 c.431T>C

BEGAIN c.1231G>A

BEST1 c.273C>G

BET1 c.327dupT

BNC1 c.86G>A

BOC c.896G>A

BPIFB4 c.1146G>A

BRPF1 ¢c.3069C>T

BRPF1 ¢.823G>C

BRWD3 ¢.3188G>T

BTBD17 c.106G>A

C100rf88 c.401dupA

C160rf47 c.329G>A

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
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999999
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0.0 (-56.1 to
56.1)

-33.3 (-79.2 to
41.5)

33.3 (-41.5 to
79.2)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

33.3 (-41.5 to
79.2)

-33.3 (-79.2 to
41.5)

33.3 (-41.5 to
79.2)

33.3 (-41.5 to
79.2)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)

-33.3 (-79.2 to
41.5)
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(999999 to
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C160rf95 c.407G>A

C170rf100 c.71C>T

C170rf105 c.97G>A

C1QL4 c.185G>A

Clorf122 c.17G>A

Clorf168 c.2134G>A

C3 ¢.3566_3567delTG

C50rf60 ¢c.770G>A

C70rf31 c.931A>G

CACNA1C c.169G>A

CACNA1D c.26_28delAAA

CACNA1D c.58C>A

CACNA1I ¢.2939G>A

CACNA1S c.4718C>T

CAD ¢.1429G>T

CADPS c.1595G>A

CAPS2 c.158C>T

CARS2 c.1419C>T

CATSPERE c.2471A>C

CC2D1A c.1030C>T

CC2D2B c.312G>A

999999
(999999 to
999999)

999999
(999999 to
999999)
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999999)
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79.2)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
33.3 (-41.5 to
79.2)
-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)
33.3 (-41.5 to
79.2)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
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CCDC105 c.895G>A

CCDC114 c.445G>A

CCDC142 c.1220G>A

CCDC168 c.17281G>A

CCDC22 c.442C>T
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CCDC47 c.21C>A

CCDC70 c.239G>A

CCDC73 ¢.896C>T

CCDCS8 c.316G>A

CCDC91 c.1163C>T

CCP110 ¢.2504G>T

CD3G c.497G>A
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CD9 ¢.85C>T
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CDK18 ¢.1073G>A

CDKN2A c.23G>A

CDX4 c.455G>A

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
33.3 (-41.5 to
79.2)

0.0 (-56.1 to
56.1)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)

0.0 (-56.1 to
56.1)
-33.3 (-79.2 to
41.5)
33.3 (-41.5 to
79.2)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
33.3 (-41.5 to
79.2)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)
-33.3 (-79.2 to
41.5)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

Clinical trial results 2018-003612-45 version 1

EU-CTR publication date:

22 December 2021

Page 24 of 85




CEBPZ c.2155T>A

CELSR3 c.5802delC

CELSR3 ¢c.9748C>T

CENPE c.2797G>A

CENPE c.4270C>T

CENPV ¢.596C>T

CEP170B c.1955T>C

CEP170B ¢c.3520C>G

CEP250 c.589G>A

CFAP157 c.1441C>A

CFHR4 c.996C>A

CGB3 c.427G>T

CHADL c.868C>A

CHCHD10 c.227G>A

CHD2 c.2366G>A

CHD3 ¢.1796G>A
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CLCN®6 c.698G>A

CLCNKA c.476G>A

CLDN15 ¢.301C>T

CLEC3A ¢c.547G>T

CLECA4F c.839G>A

CLIP4 c.890G>C

CLSPN ¢.533G>A

CLTA c.698G>A

CLUH c.2743G>A

CMBL c.460G>A

CNR1 c.982C>T

CNTD2 c.164C>T

COL11A2 c.3100C>T

COL1A1 c.3680G>A

COL22A1 ¢.3584G>T

COL22A1 c.379C>T

COL27A1 c.2295C>A
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CREB3L1 ¢c.1267C>T

CRH c.445G>A

CRYBG2 c.1418_1419ins

CSMD1 c.1090G>A

CST9 ¢.289C>T

CT55 c.331A>T

CTAGE4 c.1963A>G

CTBP1 ¢.1130C>T

CTH ¢.589C>T

CTNNB1 c.1517T>A

CTTNBP2 c.3100G>A

CX3CL1 c.1130C>T

CXCR3 ¢.386G>A

CYBA c.437G>A

CYBB c.1461G>A

CYGB c.406G>A

CYP2F1 c.1028G>A

DAAM1 c.1015C>T

DAB2 c.2173C>A

DACH1 c.1726C>A

DALRD3 c.896A>G
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DDIAS ¢.2524G>A

DEF8 c.1414G>A

DEFB121 c.154G>A

DENND1A c.1343G>T

DENND2C c.794G>A

DENNDA4A c.311G>A

DFFB ¢.379G>A

DGAT1 c.458G>A

DGKI c.40C>T

DHRSX c.721G>A

DNAH10 ¢.3640G>A

DNAH9 c.1243C>A

DNAH9 c.6584A>G

DOCK1 ¢.5259G>A

DOCK11 ¢c.307G>A

DOCK2 c.543C>G

DOCK3 ¢.2086G>A

DOCK4 ¢.5740G>A

DOCKS8 ¢.1205C>T
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ECT2 c.619C>T

EFHC2 c.679G>C

EFHD1 c.88G>T

ELMSAN1 ¢.939dupC

ELOA2 c.1207G>T

ENC1 c.206G>A

ENDOG c.142G>A

ERFE c.467C>T

ESX1
€.959_985delCTGTGCCACCCGGGCCGCC
CATGGCGC

EVC c.1168C>A

EVC2 c.2095A>G

EVI5 c.1213T>A

F8 c.3380G>A

FAAP100 c.22G>A

FAM135B ¢.2615G>T

FAM160B2 c.305delC

FAM161B c.932G>A

FAM192A c.634C>T

FAM210B c.245A>G

FAM212A c.216_218delGGA
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FAM220A c.266C>T

FAM50B ¢c.307C>T

FAM86B2 c.892+5A>G

FAM89A c.110C>T

FANCA c.4232C>T

FASN c.4447G>A

FASTKD3 c.20G>A

FBXO3 c.7G>A

FBX033 ¢.101_109delAGCTGCGAC

FBXW10 c.1573G>A

FBXW12 c.174A>C

FBXW9 c.209G>A

FCF1 c.589C>T

FDX1L c.494C>T

FIGNL2 c.856G>A

FIP1L1 c.1180C>T

FKBP15 c.3637G>A

FLG c.5378G>A

FLII c.668G>A

FLNA c.6100C>T

FMR1 c.1544G>A
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FOXD4 c.748_749delGGinsC

FOXN4 c.455delC

FOX04 c.574C>T

FRAS1 c.5732A>G

FRS3
€.1336_1344delACCCACCCTinsCCCCCC
CCC

FSCN2 c.853G>A

FSIP2 c.18617_18618delTA

FSTL1 c.755G>A

FUT7 c.49G>A

GAREM1 ¢.1673G>A

GATAD2B ¢c.1704G>T

GGCT c.206C>A

GGTS5 ¢.1334C>T

GGT7 c.1093G>A

GJA9 c.595G>A

GLI2 c.4672G>A

GLRA4 c.440C>T

GLT8D2 c.278G>A

GMPPB c.887G>A

GNB1 c.983C>A

GOLGA2 c.1483C>T
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GOLGAS8K ¢.1702G>A

GOLGAS8K c.962A>C

GOLIM4 c.949C>T

GOLM1 c.179G>A

GP9 c.131C>T

GPC1 c.1030G>A

GPR149 c.1041C>A

GPR155 ¢.1384G>A

GPR50 ¢c.514G>A

GPR52 c.18G>A

GPR6 ¢c.715C>T

GPR83 c.321C>A

GPR88 c.568G>A

GRIA1 c.2318C>T

GRIA3 c.1913G>A

GRIA3 ¢c.2431G>A

GRK7 ¢c.1027G>A

GRK7 c.146G>A

GRN c.266C>A

GSE1 c.1201G>A

GSG2 c.611G>A
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GTPBP1 c.1339C>T

GUCY2D c.2035G>A

GYG2 c.910C>T

HCFC1 c.4873G>A

HCN1 c.808C>T

HDDC2 c.385G>A

HDLBP c.1417C>T

HEPHL1 ¢c.3193G>A

HES2 c.13C>A

HGSNAT c.1622C>T

HINT3 c.10G>A

HIP1 c.2956G>A

HIST1H2AL ¢.186G>C

HIST2H3D c.19A>C

HJURP ¢c.520G>T

HMGA2 c.275C>T

HNRNPUL2 c.206G>A

HOXB9 ¢.232T>C

HOXD4 c.121G>A

HRG c.988G>A

HUNK c.1708C>T
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HUWE1 c.11869C>A

HYAL3 c.428G>A

HYDIN c.10541G>A

ICAM3 c.869G>A

IFI30 c.34C>T

IFNA10 c.178C>T

IFT81 c.1313G>A

IGFN1 ¢c.5179G>A

IGFN1 ¢.5683T>G

IGFN1 c.5695G>A

IGSF9B ¢.932G>A

IL12RB1 c.1097C>A

IL6ST c.1165G>A

ILF3 c.1480G>A

INA c.41_43delCCT

ING1 ¢.361C>T

INTS9 c.1412G>A

IQCH c¢.310C>T

IQGAP2 c.4025G>A

IQSEC3 c.1468G>A

ISM2 ¢.701C>T
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ITGA1 ¢c.3334G>A

ITGA9 c.1040C>T

ITGA9 c.433C>T

ITGAE ¢.1350_1352delGGC

ITIHS5 c.2035C>T

ITLN2 c.176G>A

ITPK1 c.625G>A

JMID7 c.889G>A

JPH3 c.1412C>T

JPH3 c.1688G>A

JSRP1 ¢.548C>T

KANK3 c.304G>A

KATNAL c.443G>A

KCNAB3 c.689G>A

KCNES5 ¢.370C>T

KCNG1 c.1226C>T

KCNN4 c.264G>T

KCNQ4 c.2041G>A
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KIAA1109 c.3686C>T

KIAA1324 c.1453G>A

KIF13A c.517C>T

KIF13B c.5231G>A

KIF17 c.1204G>A

KIF19 c.92C>T

KIF1B c.2119A>G

KIF1C c.2522C>T

KIF21B c.4303G>A

KIR2DS4 c.436A>T

KLK2 c.259G>A

KMT2A c.5755G>A

KMT2B c.265G>A

KNDC1 ¢.3065C>T

KRBA1 c.1058C>T

KRTAP17-1 c.125G>A

KRTAP17-1 c.140G>A
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LCE3D c.221G>A

LDOC1 c.417C>A

LEMD3 c.1873C>T

LINCO00452 c.718G>A

LIPN c.748A>G

LKAAEAR1 c.182G>A

LMNA c.1634G>A

LMNA c.356G>A

LMTK3 c.1696G>A

LOC100506388 c.217C>T

LOC441155 c.35dupT

LOC729159 ¢.1004_1005delTGinsCA

LPAR2 c.733A>G

LRP1 c.4006G>A

LRRC32 ¢.1573C>T

LRRC56 ¢c.899G>A
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LZTR1 c.1892G>A

MAD2L2 c.76G>T

MADD ¢.2251G>A

MAEL ¢.329T>C

MAGEA10 c.145C>T

MAGEAS c.181C>T

MAGEL2 ¢.2626G>A

MAN2A1 c.1916dupA

MANEA c.1096C>T

MAP7D1 c.2182A>G

MARCH1 ¢.11G>T

MARCH2 ¢.275G>T

MAT1A c.280G>C

MCCC1 c.667G>A

MCM6 c.1693C>T

MED12L ¢.5813C>T

MED23 ¢.2836C>T

MIB2 c.208C>T

MIER2 c.1453A>G

MIGA2 c.508G>A

MIPEP c.1678C>T
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MLIP c.1145C>A

MMAB c.733G>A

MMP16 c.391C>T

MMP24 c.119_121delTGC

MNT c.362C>T

MOV10L1 c.2459A>G

MRE11 c.1532delA

MRGPRE c.47G>A

MRGPRX4 c.69C>G

MROH8 ¢.598G>A

MSTI1R c.931delG

MTRNR2L3 c.2T>A

MUC12 c.9229C>A

MUC16 c.1031G>A

MUC19 ¢.18689G>C

MUC4 c.7666G>A

MUC4 c.8866G>A

MUT c.1532G>A

MYBPC2 c.3193G>A

MYH13 ¢.1440C>G

MYH9 c.4049_4051delAGG
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MYLK3 c.1105C>A

MYO7A c.1091delC

NANOS1 ¢.517G>A

NBPF8 c.1714C>G

NCAPG2 c.2617C>T

NCS1 c.250G>A

NEO1 ¢c.3193G>T

NFASC c.1747G>A

NISCH ¢.4270C>T

NKX2-5 ¢c.211G>A

NLGN4X c.166C>T

NLRP3 c.226G>A

NOC2L c.994G>A

NOMO2 c.976G>A

NOTCH1 c.1892A>G

NPHS1 c.3250delG

NPTX2 c.979C>T

NTRK2 ¢.2272G>A

NUDT16 c.5C>T

NUDT7 c.259G>A

NUDTO9 c.480delG
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NUFIP1 c.1336G>A
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T
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PCNX3
€.5516_5534delACTGTAGTGGGGGCGGT
GG
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PID1 c.473C>G
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POU3F3 c.259G>A

PPEF1 c.735C>A

PRAMEF11 c.1144A>C

PREP c.815G>A

PRR14L c.3470A>G
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PTPRS c.2872C>A

QRICH2 ¢.3259G>A

QSOX2 c.994C>T
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RBL1 c.294A>T

RBM25 ¢.1438G>A

RBM43 c.167C>T

RBMXL3 ¢.1307G>A

RBPMS c.50A>G
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RFPL2 c.970A>G
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RGS20 ¢.1145C>T
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SDK2 c.4706C>A

SEC24A c.2346C>A

SEMA6D c.509C>T

SESN1 c.1469G>A

SFT2D3 ¢.314C>T

SHANK1 ¢.1329G>T

SHANK1 ¢.1366G>A

SHROOM2 c.2815C>A
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TCTN2 c.127G>A

TEX30 ¢.132_133delTC

TFCP2L1 c.161C>T

TM4SF1 ¢c.199T>G

TMEM202 c.603C>G

TMEM26 c.709G>T

TMEM72 c.490G>A

TMOD3 c.151C>G

TMPO c.514A>G

TMPRSS6 ¢c.435C>A

SKP1 ¢c.21G>T

SLC25A12 c.887C>A

SLC2A11 c.995C>T

SLC35F2 c.448G>A

SLC38A2 c.549T>G

SLC39A6 c.1088C>T
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SOCS6 c.781G>A

SORBS1 ¢.3400G>A

SP140 c.205G>T

SPATA31E1 c.2651G>A

SPPL2B ¢.634G>T

TMPRSS6 ¢c.943G>A

TNFAIP2 c.512_514delCGG

TNXB c.8806G>A

TOGARAM2 c.2090C>A

TOP3B ¢.2299T>C

TRIM17 ¢c.232C>T

TRIM28 c.335G>A

TRIM3 ¢.2235G>T

TRIO ¢.9289G>C

TRIP12 ¢.1099C>T

TSHZ1 c.1204G>A

TSPEAR ¢.59C>T

TSSC4 ¢c.538G>T
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UBE20 c.1813G>A
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UGDH c.1294delA

UGGT2 c.3474-467_3480del

URI1 c.49G>T

USP28 c.2845C>T

USP34 c.1142C>A

UTF1 ¢c.302C>T

VSTM2B c.457G>A

VSTM2B c.603C>A

WASHC2C c.1562A>C

WASHC2C c.691G>T

WDR33 ¢.160C>T

WFS1 ¢.577_579delAAG

WISP1 ¢.580A>G

WWC1 ¢.2972T>G

YBX3 c.40_42delACC

ZFPM1 c.2596C>T

ZNF148 c.2380_2383delGGCTinsAA

ZNF185 c.1222G>A

ZNF221 ¢c.335C>T
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999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

999999
(999999 to
999999)

-50.0 (-90.5 to
48.6)

50.0 (-48.6 to
90.5)

-50.0 (-90.5 to
48.6)

50.0 (-48.6 to
90.5)

-50.0 (-90.5 to
48.6)

-50.0 (-90.5 to
48.6)

50.0 (-48.6 to
90.5)

-50.0 (-90.5 to
48.6)

50.0 (-48.6 to
90.5)

-50.0 (-90.5 to
48.6)

-50.0 (-90.5 to
48.6)

-50.0 (-90.5 to
48.6)

-50.0 (-90.5 to
48.6)

0.0 (-65.8 to
65.8)

50.0 (-48.6 to
90.5)

-50.0 (-90.5 to
48.6)

50.0 (-48.6 to
90.5)

-50.0 (-90.5 to
48.6)

50.0 (-48.6 to
90.5)

50.0 (-48.6 to
90.5)

0.0 (-65.8 to
65.8)

Clinical trial results 2018-003612-45 version 1

EU-CTR publication date:

22 December 2021

Page 71 of 85



ZNF41 c.1700_1702delAAA

ZNF521 ¢.3122T>C

ZNF550 c.157C>A

ZNF552 ¢.524_525dupGG

ZNF552 ¢.533T>G

ZNF628 c.794C>A

ZNF883 c.664C>A

ZSWIM6 c.82_84dupAGC
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Statistical analyses

No statistical analyses for this end point

Secondary: Number of Subjects With Fully Evaluable Archival and Post-Progression

Tumor Biopsy by Cohort

End point title

Number of Subjects With Fully Evaluable Archival and Post-
Progression Tumor Biopsy by Cohort(3]

End point description:

To estimate the number of fully biomarker evaluable population by cohort to evaluate the success rate in
obtaining paired archival and post-progression tumor biopsies that are adequate to meet the objectives
of the study. Subjects of SA population in 7 cohorts.

End point type

Secondary

End point timeframe:

Through study completion, approximately 3 months

Notes:

[3] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all the
baseline period arms will be reported on when providing values for an end point on the baseline period.
Justification: Analysis was planned only for the arms specified.

End point values

Cohort 1: Non-
small cell lung
carcinoma
(NSCLC)
monotherapy

Cohort 2:
NSCLC
combination

Cohort 3:
Renal cell
carcinoma
(RCC) with
clear cell
component

Cohort 4: HR+
HER2-
adenocarcinom
a of the breast

Subject group type

Reporting group

Reporting group

Reporting group

Reporting group

Number of subjects analysed 1 4 5 10
Units: subjects
SA 1 4 5 10
BE 1 4 5 8
BET 0 1 3 6
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FBE 0 1 1 1

Cohort 5: Cohort 6:
Castrate- Castrate- Cohort 7:
End point values resistant resistant gBRCAmM HER2-
P adenocarcinom|adenocarcinom|adenocarcinom
a of the a of the a of the breast
prostate prostate
Subject group type Reporting group Reporting group Reporting group
Number of subjects analysed 5 10 1
Units: subjects
SA 5 10 1
BE 5 8 1
BET 4 2 1
FBE 1 0

Statistical analyses

No statistical analyses for this end point

Secondary: Overall Agreement Rate of Gene Alterations Between Post-Progression
Tumor Biopsy and Blood NGS Results by Cohort

End point title Overall Agreement Rate of Gene Alterations Between Post-
Progression Tumor Biopsy and Blood NGS Results by Cohortl#]

End point description:

In the BE (TBD) population, genetic alterations detected in blood using Guardant360 targeted NGS panel
were compared to those detected in tissue using tempus targeted NGS panel. BE [targeted blood cfDNA

(TBD)] population was analyzed. BE (TBD) population was defined as subjects in the BE population who

had results of TBD NGS gene panel sample analysis from the post-progression blood sample.

End point type |Secondary
End point timeframe:

Through study completion, approximately 3 months

Notes:

[4] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all the
baseline period arms will be reported on when providing values for an end point on the baseline period.
Justification: Analysis was planned only for the arms specified.

The BE
[targeted blood| The BE (TBD)
End point values cfDNA (TBD)] | Populations in
Populations in| Cohort 5 & 6
Cohort 4
Subject group type Reporting group Reporting group
Number of subjects analysed 8 10
Units: Percentage of subjects
. - 11.9 (0.0 to 0.0 (0.0 to
median (full range (min-max)) 18.8) 16.7)
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Statistical analyses

No statistical analyses for this end point

Secondary: Change in the Frequency of Alterations in Genes Encoding HLA, B2-
Microglobulin, STAT1, JAK1, JAK2, IFN-y and IFN-yR Between Pre-treatment
Archival and Post-progression Samples

End point title Change in the Frequency of Alterations in Genes Encoding HLA,
B2-Microglobulin, STAT1, JAK1, JAK2, IFN-y and IFN-yR
Between Pre-treatment Archival and Post-progression
Samples!3!

End point description:

Mutations in specific genes encoding HLA, B2-Microglobulin, STAT1, JAK1, JAK2, IFN-y and IFN-yR
associated with immune function, have also been shown to impact tumor immunogenicity and response
to anti-PD-1/-L1 treatment. Due to limited sample size for analysis, only SA populations were included in
the final analysis. Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.
PD-1/-L1 inhibition analysis were only conducted in cohort 1, 2 and 3.

End point type Secondary
End point timeframe:

Through study completion, approximately 3 months

Notes:

[5] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all the
baseline period arms will be reported on when providing values for an end point on the baseline period.
Justification: Analysis was planned only for the arms specified.

Cohort 1: Non- E::glrtcgl:l
small cell lung Cohort 2: carcinoma
End point values carcinoma NSCLC (RCC) with
(NSCLC) combination clear cell
monotherapy
component
Subject group type Reporting group Reporting group Reporting group
Number of subjects analysed otel ot otel
Units: Percentage of subjects
number (confidence interval 95%) (to) (to) (to)

Notes:

[6] - Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.
[7] - Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.
[8] - Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.

Statistical analyses

No statistical analyses for this end point

Secondary: Frequency of Alterations in Genes Encoding HLA, B2-Microglobulin,
STAT1, JAK1, JAK2, IFN-y and IFNGR in cfDNA.
End point title Frequency of Alterations in Genes Encoding HLA, B2-

Microglobulin, STAT1, JAK1, JAK2, IFN-y and IFNGR in
cfDNA.[°!

End point description:

Mutations in specific genes encoding HLA, B2-Microglobulin, STAT1, JAK1, JAK2, IFN-y and IFNGR in
circulating free DNA (cfDNA) associated with immune function, have also been shown to impact tumor
immunogenicity and response to anti-PD-1/-L1 treatment. Due to limited sample size for analysis, only
SA populations were included in the final analysis. Secondary endpoints were analyzed and reported only
in Cohort 4 and for Cohort 5&6. PD-1/-L1 inhibition analysis were only conducted in cohort 1, 2 and 3.

End point type |Secondary

End point timeframe:
Through study completion, approximately 3 months
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Notes:

[9] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all the
baseline period arms will be reported on when providing values for an end point on the baseline period.
Justification: Analysis was planned only for the arms specified.

Cohort 1: Non- gg:glrtcg’l:l

small cell lung Cohort 2: carcinoma
End point values carcinoma NSCLC (RCC) with

(NSCLC) combination clear cell
monotherapy
component

Subject group type Reporting group Reporting group Reporting group
Number of subjects analysed orto] ortl or12]
Units: Percentage of subjects
number (confidence interval 95%) (to) (to) (to)

Notes:

[10] - Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.
[11] - Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.
[12] - Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.

Statistical analyses

No statistical analyses for this end point

Secondary: Change in Frequency of RB1 Gene Alterations Between Pre-Treatment
Archival and Post-Progression Samples

End point title

Change in Frequency of RB1 Gene Alterations Between Pre-
Treatment Archival and Post-Progression Samples(!3]

End point description:

Mutations in RB1 gene associated with immune function, have also been shown to impact tumor
immunogenicity and related with CDK4/6 inhibition. CDK4 or CDK6 complexed with cyclin D1 (CCND1)
phosphorylates the retinoblastoma gene product (Rb), releasing the E2F and DP transcription factors
that regulate the expression of genes required for entry into the S phase of the cell cycle. BET
Population and BET [WETD] Population were analyzed. The BET population was defined as subjects in
the BE population who have a targeted tumor DNA panel biomarker result from both the archival and de
novo biopsy tumor tissue biospecimen. BET (WETD) was defined as all subjects in the BET population
who have results of whole exome tumor DNA (WETD) NGS sample analysis from both the archival and
de novo biopsy tumor tissue biospecimen.

End point type |Secondary

End point timeframe:
Through study completion, approximately 3 months
Notes:

[13] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all
the baseline period arms will be reported on when providing values for an end point on the baseline
period.

Justification: Analysis was planned only for the arms specified.

End point values

The biomarker
evaluable
target (BET)
Populations in

The BET (whole
exome tumor
DNA [WETD])
Populations in

Cohort 4 Cohort 4
Subject group type Reporting group Reporting group
Number of subjects analysed 6 3
Units: Percentage of subjects
) . 0.0 (-39.0to |-33.3 (-79.2 to
0,
number (confidence interval 95%) 39.0) 41.5)
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Statistical analyses

No statistical analyses for this end point

Secondary: Percentage of Subjects Who Carried the RB1 Gene Alterations in Post-
Progression Blood cfDNA

End point title Percentage of Subjects Who Carried the RB1 Gene Alterations
in Post-Progression Blood cfDNAI[14]

End point description:

Mutations in RB1 gene associated with immune function, have also been shown to impact tumor
immunogenicity and related with CDK4/6 inhibition. CDK4 or CDK6 complexed with cyclin D1 (CCND1)
phosphorylates the retinoblastoma gene product (Rb), releasing the E2F and DP transcription factors
that regulate the expression of genes required for entry into the S phase of the cell cycle. BE [TBD] was
analyzed. BE (TBD) was defined as all subjects in the BE population who have results of targeted blood
cfDNA (TBD) NGS gene panel sample analysis from the post- progression blood sample.

End point type |Secondary

End point timeframe:
Through study completion, approximately 3 months

Notes:

[14] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all
the baseline period arms will be reported on when providing values for an end point on the baseline
period.

Justification: Analysis was planned only for the arms specified.

The BE
[targeted blood
End point values cfDNA (TBD)]
Populations in
Cohort 4
Subject group type Reporting group
Number of subjects analysed 8
Units: Percentage of subjects
number (confidence interval 95%)
c.151G>T 12.5 (2.2 to
47.1)
c.184C>T 12.5 (2.2 to
47.1)
c.54_79delGGAACCCCCGGCACCGCCGC| 12.5(2.2to
CGCCGC 47.1)

Statistical analyses

No statistical analyses for this end point

Secondary: Change in Frequency of AR Gene Alterations Between Pre-Treatment
Archival and Post-Progression Samples

End point title Change in Frequency of AR Gene Alterations Between Pre-
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Treatment Archival and Post-Progression Samples(!3]

End point description:

Pre-treatment archival tumor samples and post-progression de novo tumor biopsies were analyzed to
identify molecular markers of resistance to selected anti-cancer therapies. BET Population and BET
[WETD] Population was analyzed. The BET population was defined as subjects in the BE population who
have a targeted tumor DNA panel biomarker result from both the archival and de novo biopsy tumor
tissue biospecimen. BET (WETD) was defined as all subjects in the BET population who have results of
whole exome tumor DNA (WETD) NGS sample analysis from both the archival and de novo biopsy tumor
tissue biospecimen.

End point type |Secondary

End point timeframe:
Through study completion, approximately 3 months

Notes:

[15] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all
the baseline period arms will be reported on when providing values for an end point on the baseline
period.

Justification: Analysis was planned only for the arms specified.

The BET The BET
. . . (WETD)
End point values Populations in o -, G .
Cohort 5 & 6 | ' opuiations in
Cohort 5 & 6
Subject group type Reporting group Reporting group
Number of subjects analysed 6 2
Units: Percentage of subjects
) . 0.0 (-39.0to | 0.0 (-65.8 to
0,
number (confidence interval 95%) 39.0) 65.8)

Statistical analyses

No statistical analyses for this end point

Secondary: Percentage of Subjects Who Carried the AR Gene Alterations in Post-
Progression Blood cfDNA

End point title Percentage of Subjects Who Carried the AR Gene Alterations in
Post-Progression Blood cfDNA6]

End point description:

Androgen receptor (AR) gene alterations can be evaluated as mechanisms of resistance to enzalutamide
or abiraterone. BE [TBD] was analyzed. BE (TBD) was defined as all subjects in the BE population who
have results of targeted blood cfDNA (TBD) NGS gene panel sample analysis from the post- progression
blood sample.

End point type |Secondary
End point timeframe:

Through study completion, approximately 3 months

Notes:

[16] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all
the baseline period arms will be reported on when providing values for an end point on the baseline
period.

Justification: Analysis was planned only for the arms specified.
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End point values

The BE (TBD)
Populations in

Cohort 5 & 6
Subject group type Reporting group
Number of subjects analysed 10
Units: Percentage of subjects
number (confidence interval 95%)
Cc.2105T>A 20.0 (5.7 to
51.0)
€.2202G>C 10.0 (1.8 to
40.4)
C.2632A>G 10.0 (1.8 to
40.4)

Statistical analyses

No statistical analyses for this end point

Secondary: Change in Expression of Nuclear Hormone Receptors Between Pre-
Treatment Archival and Post-Progression Samples

End point title

Change in Expression of Nuclear Hormone Receptors Between
Pre-Treatment Archival and Post-Progression Samples(!”]

End point description:

The differences in the expression of nuclear HR reflecting nuclear receptor pathway activity between the
archival and de novo samples. Using HTG panel in BET (TTR) population and Tempus RNAseq in BET
(WTTR) population. BET [targeted tumor RNA (TTR)] Population and BET [whole transcriptome tumor
RNA (WTTR)] Population were analyzed. BET (TTR) was defined as all subjects in the BET population
who have results of TTR sample analysis from both the archival and de novo biopsy tumor tissue
biospecimen. BET (WTTR) was defined as all subjects in the BET population who have results of WTTR

NGS sample analysis from both the archival and de novo biopsy tumor tissue biospecimen.

End point type

|Secondary

End point timeframe:

Through study completion, approximately 3 months

Notes:

[17] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all
the baseline period arms will be reported on when providing values for an end point on the baseline

period.

Justification: Analysis was planned only for the arms specified.

The BET
[targeted The BET
. tumor RNA [WTTR]
End point values (TTR)] Populations in
Populations in| Cohort 5 & 6
Cohort 5 & 6
Subject group type Reporting group | Reporting group
Number of subjects analysed 2 6
Units: Units on a scale
arithmetic mean (confidence interval
95%)
ESR1 0.3 (-16.4to | 25.6 (-11.2 to
17.1) 62.5)
ESR2 -0.4 (-6.3to | -1.1(-2.3to
5.5) 0.1)
NR3C1 0.5(-1.2to 5.4 (-30.7 to
2.1) 41.5)
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NR3C2 999999 3.7 (-18.2 to
(999999 to 25.6)
999999)
PGR -0.5 (-13.4to| 2.0(-3.9to
12.4) 7.9)
AR -0.7 (-10.9 to | 549.9 (-480.1
9.4) to 1579.9)

Statistical analyses

No statistical analyses for this end point

Secondary: Change in the Frequency of Somatic Reversion Alterations in gBRCA
Mutant Allele Between Pre-treatment Archival and Post-progression Samples.

End point title Change in the Frequency of Somatic Reversion Alterations in
gBRCA Mutant Allele Between Pre-treatment Archival and Post-
progression Samples.[18]

End point description:

PARP inhibitors induce synthetic lethality in tumor cells bearing mutations and/or deletions in genes
involved in homologous recombination or other DNA repair pathways, most notably BRCA genes.
Somatic reversion of gBRCA gene alterations was evaluated as a mechanism of resistance to
monotherapy PARP inhibition. Due to limited sample size for analysis, only SA populations were included
in the final analysis. Secondary endpoints were analyzed and reported only for Cohort 4 and for Cohort
5&6. PARP inhibition analysis were only conducted in cohort 7.

End point type Secondary

End point timeframe:
Through study completion, approximately 3 months

Notes:

[18] - The end point is not reporting statistics for all the arms in the baseline period. It is expected all
the baseline period arms will be reported on when providing values for an end point on the baseline
period.

Justification: Analysis was planned only for the arms specified.

Cohort 7:
gBRCAmM HER2-
adenocarcinom
a of the breast

End point values

Subject group type Reporting group
Number of subjects analysed orel
Units: Percentage of subjects

number (confidence interval 95%) (to)
Notes:

[19] - Secondary endpoints were analyzed and reported only in Cohort 4 and for Cohort 5&6.

Statistical analyses

No statistical analyses for this end point
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Adverse events

Adverse events information

Timeframe for reporting adverse events:

From Biospecimen Collection Day 1 to Post-Biospecimen Follow-up <30 days after receipt of NGS results

at the provider’s facility

Assessment type

Non-systematic

Dictionary used

Dictionary name

MedDRA

Dictionary version

23.1

Reporting groups

Reporting group title

|Cohort 1: NSCLC monotherapy

Reporting group description:

Progressive disease on 1st line monotherapy anti-PD-1/-L1.

Reporting group title

|Cohort 2: NSCLC combination

Reporting group description:

Progressive disease on 1st line anti-PD-1/-L1 plus standard doublet platinum-containing regimen; or
progressive disease on 1st line anti-PD-1/-L1 plus standard doublet platinum-containing regimen
followed by continuation of single agent anti-PD-1/-L1.

Reporting group title

|Cohort 3: RCC with clear cell component

Reporting group description:

Progressive disease on 2nd line monotherapy anti-PD-1/-L1; or progressive disease on 1st line
combination of doublet anti-PD-1/-L1 with anti-CTLA-4; or progressive disease on 1st line combination
of avelumab with axitinib or pembrolizumab with axitinib.

Reporting group title

|Cohort 4: HR+ HER2- adenocarcinoma of the breast

Reporting group description:

Progressive disease on 1st line combination of doublet palbociclib with hormonal therapy.

Reporting group title

|Cohort 5: Castrate-resistant adenocarcinoma of the prostate

Reporting group description:

Progressive disease on enzalutamide monotherapy.

Reporting group title

|Cohort 6: Castrate-resistant adenocarcinoma of the prostate

Reporting group description:

Progressive disease on abiraterone in combination with prednisone.

Reporting group title

|Cohort 7: gBRCAm HER2- adenocarcinoma of the breast

Reporting group description:

Progressive disease on a PARP inhibitor monotherapy in subjects previously treated with chemotherapy
in the neoadjuvant, adjuvant, or metastatic setting.

Serious adverse events

Cohort 1: NSCLC
monotherapy

Cohort 2: NSCLC
combination

Cohort 3: RCC with
clear cell component

Total subjects affected by serious
adverse events

subjects affected / exposed
number of deaths (all causes)

number of deaths resulting from
adverse events

0/ 1 (0.00%)
0

0/ 4 (0.00%)
0

0/ 5 (0.00%)
0

Serious adverse events

Cohort 4: HR+
HER2-
adenocarcinoma of

Cohort 5: Castrate-
resistant
adenocarcinoma of

Cohort 6: Castrate-
resistant
adenocarcinoma of
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the breast

the prostate

the prostate

Total subjects affected by serious
adverse events

subjects affected / exposed
number of deaths (all causes)

number of deaths resulting from
adverse events

0/ 10 (0.00%)
0

0/ 5 (0.00%)
0

0/ 10 (0.00%)
0

Serious adverse events

Cohort 7: gBRCAm
HER2-
adenocarcinoma of
the breast

Total subjects affected by serious
adverse events

subjects affected / exposed
number of deaths (all causes)

number of deaths resulting from
adverse events

0/ 1 (0.00%)
0

Frequency threshold for reporting non-serious adverse events: 0 %

Non-serious adverse events

Cohort 1: NSCLC
monotherapy

Cohort 2: NSCLC
combination

Cohort 3: RCC with
clear cell component

Total subjects affected by non-serious
adverse events

subjects affected / exposed

0/ 1 (0.00%)

0/ 4 (0.00%)

0/ 5 (0.00%)

Injury, poisoning and procedural
complications

Post procedural contusion
subjects affected / exposed

occurrences (all)

Procedural pain
subjects affected / exposed

occurrences (all)

0/ 1 (0.00%)
0

0/ 1 (0.00%)
0

0/ 4 (0.00%)
0

0/ 4 (0.00%)
0

0/ 5 (0.00%)
0

0/ 5 (0.00%)
0

Nervous system disorders
Syncope
subjects affected / exposed

occurrences (all)

0/ 1 (0.00%)
0

0/ 4 (0.00%)
0

0/ 5 (0.00%)
0

Skin and subcutaneous tissue disorders
Dermatitis contact
subjects affected / exposed

occurrences (all)

0/ 1 (0.00%)
0

0/ 4 (0.00%)
0

0/ 5 (0.00%)
0

Non-serious adverse events

Cohort 4: HR+
HER2-
adenocarcinoma of

Cohort 5: Castrate-
resistant
adenocarcinoma of

Cohort 6: Castrate-
resistant
adenocarcinoma of
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the breast

the prostate

the prostate

Total subjects affected by non-serious
adverse events

subjects affected / exposed

1/ 10 (10.00%)

1/ 5 (20.00%)

0/ 10 (0.00%)

Injury, poisoning and procedural
complications

Post procedural contusion
subjects affected / exposed

occurrences (all)

Procedural pain
subjects affected / exposed

occurrences (all)

1/10 (10.00%)
1

1/10 (10.00%)
1

0/ 5 (0.00%)
0

0/ 5 (0.00%)
0

0/ 10 (0.00%)
0

0/ 10 (0.00%)
0

Nervous system disorders
Syncope
subjects affected / exposed

occurrences (all)

0/ 10 (0.00%)
0

1/5(20.00%)
1

0/ 10 (0.00%)
0

Skin and subcutaneous tissue disorders
Dermatitis contact
subjects affected / exposed

occurrences (all)

1/ 10 (10.00%)
1

0/ 5 (0.00%)
0

0/ 10 (0.00%)
0

Non-serious adverse events

Cohort 7: gBRCAmM

HER2-

adenocarcinoma of

the breast

Total subjects affected by non-serious
adverse events

subjects affected / exposed

0/ 1 (0.00%)

Injury, poisoning and procedural
complications

Post procedural contusion
subjects affected / exposed

occurrences (all)

Procedural pain
subjects affected / exposed

occurrences (all)

0/ 1 (0.00%)
0

0/ 1 (0.00%)
0

Nervous system disorders
Syncope
subjects affected / exposed

occurrences (all)

0/ 1 (0.00%)
0

Skin and subcutaneous tissue disorders
Dermatitis contact
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subjects affected / exposed 0/ 1 (0.00%)

occurrences (all) 0
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More information

Substantial protocol amendments (globally)

Were there any global substantial amendments to the protocol? Yes

Date Amendment

12 May 2020 |Schedule of Activities updated to reflect
changes to Informed Consent and
Screening process.

Section 3. Study design description
updated to reflect changes to Informed
Consent and Screening process.

Figure 1 Study schema updated to reflect
changes to Informed Consent and
Screening process.

Table 1 updated to reflect changes to
permitted anti-cancer therapies and
estimated cohort size.

Inclusion Criterion 1c revised to allow
specific axitinib combinations in order to
reflect current standard of care therapy.
Subject enroliment cohorts 1 and 2
combined and cohort sample size
decreased by a total of 50 in order to
reflect current standard of care therapy.
Prior Protocol Administrative
Clarification Letters (PACLs)
incorporated (Section 4.1).
Pre-screening and main Informed
Consent processes merged in order to
simplify the consent process (Section 5).
Window defined for de novo tumor
tissue biopsy laboratory shipment in
order to allow operational flexibility
while maintaining timely return of Next
Generation Sequencing analyses
(Section 5.2.1.2).

Window defined for research blood
draws in order to allow operational
flexibility while maintaining a collection
date contemporaneous with the de novo
tumor tissue biopsy (Section 5.2.1.3). Clarification added regarding screening
(Section 5.1), re-screening (Section
5.1.5), enrollment (Section 5.2), and
follow-up (Section 5.3) activities.
Clarification added regarding allowing
subjects to subject in other concurrent
investigational treatment clinical trials,
with prior Sponsor agreement (Section
5.1.2).

Clarification added regarding adverse
event reporting.

Sample size determination re-worded for
clarity.

Appendix 2 Subject Assessment
Questionnaire updated to reflect current
version.

Appendix 3 Physician Assessment
Questionnaire updated to reflect current
version.

Country-Specific (France) Contrat
Unique added to Appendix.
Administrative updates made throughout
to ensure consistent terminology.
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Notes:

Interruptions (globally)

Were there any global interruptions to the trial? No

Limitations and caveats

Limitations of the trial such as small numbers of subjects analysed or technical problems leading to
unreliable data.

Because of the global COVID-19 pandemic and the observed high failure rate of tumor biospecimen
analyses, the study was terminated in October 2020. This decision was not made as a result of any
safety concerns or regulatory interactions.

Notes:
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