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B participant Flow

Recruitment Details
Pre-Assignment Details

Arm/Group Title Placebo Maribavir 100 mg BID Total
¥ Arm/Group Description  Participants received Participants received pﬂﬁﬁ(t:)
placebo twice daily (BID)  maribavir 100 mg twice
for up to 12 weeks. daily (BID) for up to 12
weeks.

Period Title: Overall Study

Started 227 454 681
Completed 146 290 436
Not Completed 81 164 245
Reason Not Completed

Consent Withdrawn 13 22 35
Death 56 135 191
Investigator/Sponsor Decision 10 7 17
Lost to Follow-up 2 0 2

(Not Public) Not Completed = 81 Not Completed = 164

Total from all reasons = 81 Total from all reasons = 164

B Baseline Characteristics

Arm/Group Title Placebo Maribavir 100 mg BID Total
~* Arm/Group Description Participants received Participants received
placebo twice daily (BID) for maribavir 100 mg twice daily
up to 12 weeks. (BID) for up to 12 weeks.
Overall Number of 227 454 681

Baseline Participants
¥ Baseline Analysis
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Population Description

[Not specified]
Age, Continuous
Mean (Standard Deviation) 49
Units: years 49 (13.1) 49 (12.5) (12.7)
Age, Customized
Measure Type: Number
Units: participants
18 to 44 years 74 136 210
45 to 64 years 134 286 420
65 to 75 years 18 32 50
> 75 years 1 0 1
Gender, Male/Female
Measure Type: Number
Units: participants
Female 98 189 287
Male 129 265 394

B Outcome Measures

1. Primary Outcome

Title:

¥ Description:

Time Frame:
Safety Issue?

Number of Participants With Endpoint Committee (EC)-Confirmed
Cytomegalovirus (CMV) Disease Within 6 Months Post-Transplantation

All investigator-determined cases of CMV disease (i.e., CMV infection or
CMV organ disease), were adjudicated by an independent, blinded EC.
CMV infection was assessed by (1) pp65 antigenemia assay; (2) CMV DNA
polymerase chain reaction (PCR); (3) either assay (pp65 antigenemia or
CMV DNA PCR); or (4) initiation of anti-CMV therapy. CMV infection was
defined as: CMV infection detected by a positive result from a CMV
laboratory assay from at least one central laboratory assay (pp65
antigenemia or CMV DNA PCR assay in plasma) and fever >/=38 °C on
>/=2 occasions >/=24 hours apart within a 7-day period and at least one of
the following: new or increased malaise, two successive measurements of
leucopenia (white blood cell [WBC] count <3500/mm3 or a WBC count
decrease of 20% if the cell count prior to onset of clinical symptoms was
>4000/mm3) >/=24 hours apart, atypical lymphocytosis >/=5%, and
thrombocytopenia. CMV organ disease was defined as described by
Ljungman et al., 2002.

6 months post-transplant
No

¥ Outcome Measure Data ¥

¥ Analysis Population Description
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The Intent-to-Treat (ITT) population, defined as all participants who were randomized to one
of the therapy groups, regardless of whether the participant received study drug or had any
post-baseline evaluations.

Arm/Group Title Placebo Maribavir 100 mg BID

¥ Arm/Group Description: Participants received placebo  Participants received maribavir
twice daily (BID) for up to 12 100 mg twice daily (BID) for up

weeks. to 12 weeks.
Number of Participants 227 454
Analyzed
Measure Type: Number 11 20

Units: participants

W Statistical Analysis 1 4

Statistical Comparison Groups Placebo, Maribavir 100 mg BID
Analysis 5
Overview Comments [Not specified]

Non-Inferiority No
or Equivalence Analysis?

Comments [Not specified]
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Statistical P-Value 0.789
Test of _
Hypothesis Comments The p-value is from the Cochran-

Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Method Cochran-Mantel-Haenszel

Comments [Not specified]

Method of Estimation Parameter ©qds Ratio (OR)

Estimation
Estimated Value 0.902

Confidence Interval (2-Sided) 95%
0.424 to 1.920

Estimation Comments Mantel-Haenszel odds ratio for
maribavir versus placebo

2. Secondary Outcome

Title:  Number of Participants With CMV Infection or EC-confirmed CMV Disease
Within 6 Months Post-transplant

¥ Description: All investigator-determined cases of CMV disease (i.e., CMV infection or
CMV organ disease), were adjudicated by an independent, blinded EC.
CMV infection was assessed by (1) pp65 antigenemia assay; (2) CMV DNA
polymerase chain reaction (PCR); (3) either assay (pp65 antigenemia or
CMV DNA PCR); or (4) initiation of anti-CMV therapy. CMV infection was
defined as: CMV infection detected by a positive result from a CMV
laboratory assay from at least one central laboratory assay (pp65
antigenemia or CMV DNA PCR assay in plasma) and fever >/=38 °C on
>/=2 occasions >/=24 hours apart within a 7-day period and at least one of
the following: new or increased malaise, two successive measurements of
leucopenia (white blood cell [WBC] count <3500/mm3 or a WBC count
decrease of 20% if the cell count prior to onset of clinical symptoms was
>4000/mm3) >/=24 hours apart, atypical lymphocytosis >/=5%, and
thrombocytopenia. CMV organ disease was defined as described by
Ljungman et al., 2002.

Time Frame: 6 months post-transplant
Safety Issue? No

¥ Outcome Measure Data v 4

¥ Analysis Population Description
The ITT population, defined as all participants who were randomized to one of the therapy
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groups, regardless of whether the participant received study drug or had any post-baseline

evaluations.

Arm/Group Title
¥ Arm/Group Description:

Number of Participants
Analyzed

Measure Type: Number
Units: participants

pp65 antigenemia assay
CMV DNA PCR assay

pp65 antigenemia or CMV
DNA PCR assay

Initiation of anti-CMV
therapy

Placebo

Participants received placebo
twice daily (BID) for up to 12
weeks.

227

88
77
101

92

¥ Statistical Analysis 1 4

Statistical

Maribavir 100 mg BID

Participants received maribavir
100 mg twice daily (BID) for up
to 12 weeks.

454

143
152
183

172

Comparison Groups Placebo, Maribavir 100 mg BID
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Analysis
Overview

Statistical
Test of
Hypothesis

Method of
Estimation

Comments

Non-Inferiority
or Equivalence Analysis?

Comments

P-Value

Comments

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

¥ Statistical Analysis 2 4

Statistical
Analysis
Overview

Statistical
Test of
Hypothesis

Comparison Groups

Comments

Non-Inferiority
or Equivalence Analysis?

Comments

P-Value

Comments

Analysis of pp65 antigenemia
assay

No

[Not specified]

0.056

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.721

(2-Sided) 95%
0.515 to 1.008

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID

Analysis of CMV DNA PCR
assay

No

[Not specified]

0.904

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).
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Method of
Estimation

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

¥ Statistical Analysis 3 ¥

Statistical
Analysis
Overview

Statistical
Test of
Hypothesis

Method of
Estimation

Comparison Groups

Comments

Non-Inferiority

or Equivalence Analysis?

Comments

P-Value

Comments

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

¥ Statistical Analysis 4 v

Statistical
Analysis

Comparison Groups

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.979

(2-Sided) 95%
0.697 to 1.375

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID

Analysis of pp65 antigenemia or
CMV DNA PCR assay

No

[Not specified]

0.289

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.838

(2-Sided) 95%
0.606 to 1.161

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID
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Overview Comments Analysis of initiation of anti-CMV
therapy

Non-Inferiority No
or Equivalence Analysis?

Comments [Not specified]
Statistical P-Value 0.493
Test of _
Hypothesis Comments The p-value is from the Cochran-

Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Method Cochran-Mantel-Haenszel

Comments [Not specified]

Method of Estimation Parameter ©qds Ratio (OR)

Estimation _
Estimated Value 0.891

Confidence Interval (2-Sided) 95%
0.640 to 1.239

Estimation Comments Mantel-Haenszel odds ratio for
maribavir versus placebo

3. Secondary Outcome

Title: Time to Onset of CMV Infection or EC-confirmed CMV Disease Within 6
Months Post- Transplantation

¥ Description: All investigator-determined cases of CMV disease (i.e., CMV infection or
CMV organ disease) were adjudicated by an independent, blinded EC. CMV
infection was assessed by (1) pp65 antigenemia assay or (2) CMV DNA
polymerase chain reaction (PCR). CMV infection was defined as: CMV
infection detected by a positive result from a CMV laboratory assay from at
least one central laboratory assay (pp65 antigenemia or CMV DNA PCR
assay in plasma) and fever >/=38 °C on >/=2 occasions >/=24 hours apart
within a 7-day period and at least one of the following: new or increased
malaise, two successive measurements of leucopenia (white blood cell
[WBC] count <3500/mm3 or a WBC count decrease of 20% if the cell count
prior to onset of clinical symptoms was >4000/mm3) >/=24 hours apart,
atypical lymphocytosis >/=5%, and thrombocytopenia. CMV organ disease
was defined as described by Ljungman et al., 2002.

Time Frame: 6 months post-transplant
Safety Issue? No
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* Outcome Measure Data v 4

¥ Analysis Population Description

The ITT population, defined as all participants who were randomized to one of the therapy
groups, regardless of whether the participant received study drug or had any post-baseline
evaluations.

Arm/Group Title Placebo Maribavir 100 mg BID

¥ Arm/Group Description: Participants received placebo  Participants received maribavir
twice daily (BID) for up to 12 100 mg twice daily (BID) for up

weeks. to 12 weeks.
Number of Participants 227 454
Analyzed
Median (Inter-Quartile Range) 21 (5to 22) 22 (6 to 29)
Units: days

¥ Statistical Analysis 1 4

Statistical Comparison Groups Placebo, Maribavir 100 mg BID
Analysis 5
Overview Comments [Not specified]

Non-Inferiority No
or Equivalence Analysis?

Comments [Not specified]

Statistical P-Value 0.129
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Test of -
Hypothesis Comments [Not specified]

Method Log Rank
Comments [Not specified]

¥ Statistical Analysis 2 ¥

Statistical Comparison Groups Placebo, Maribavir 100 mg BID
Analysis 5
Overview Comments [Not specified]

Non-Inferiority No
or Equivalence Analysis?

Comments [Not specified]
Statistical P-Value 0.130
Test of _
Hypothesis Comments The p-value from Wald Chi-
Square test for treatment effect.
Method Other [Wald Chi-squared]
Comments [Not specified]
Method of Estimation Parameter other[Adjusted hazard ratio]
Estimation

Estimated Value 0.83

Confidence Interval (2-Sided) 95%
0.65 to 1.06

Estimation Comments Maribavir versus placebo; based
on Cox's proportional hazards
regression model: time =
recipient CMV serostatus (R+ or
R-) + transplant type
(myeloablative or non-
myeloablative/reduced intensity)
+ treatment.

4. Secondary Outcome

Title:  Number of Participants With Investigator-determined CMV Disease

¥ Description: CMV infection was assessed by (1) pp65 antigenemia assay; (2) CMV DNA
polymerase chain reaction (PCR); (3) either assay (pp65 antigenemia or
CMV DNA PCR); or (4) initiation of anti-CMV therapy. CMV infection was
defined as: CMV infection detected by a positive result from a CMV
laboratory assay from at least one central laboratory assay (pp65
antigenemia or CMV DNA PCR assay in plasma) and fever >/=38 °C on

https://register.clinicaltrials.gov/prs/rrs/PreviewResults?popup=true&uid=U0000HH3&ts=8&sid=S00010B0&cx=-qo00qo[6/3/2015 9:16:33 AM]


javascript:expandCollapseByKey(false,'-outcomeDescriptionRow-4')

ClinicalTrials.gov PRS: Results Preview (NCT00411645)

>/=2 occasions >/=24 hours apart within a 7-day period and at least one of
the following: new or increased malaise, two successive measurements of
leucopenia (white blood cell [WBC] count <3500/mm3 or a WBC count
decrease of 20% if the cell count prior to onset of clinical symptoms was
>4000/mm3) >/=24 hours apart, atypical lymphocytosis >/=5%, and
thrombocytopenia. CMV organ disease was defined as described by
Ljungman et al., 2002.

Time Frame: Through 12 months post-transplant (Day 1 to 100 days, 6 months, and 12
months post-transplant)

Safety Issue? No

* Outcome Measure Data v 4

¥ Analysis Population Description

The ITT population, defined as all participants who were randomized to one of the therapy
groups, regardless of whether the participant received study drug or had any post-baseline
evaluations.

Arm/Group Title Placebo Maribavir 100 mg BID

¥ Arm/Group Description: Participants received placebo  Participants received maribavir
twice daily (BID) for up to 12 100 mg twice daily (BID) for up

weeks. to 12 weeks.

Number of Participants 227 454
Analyzed
Measure Type: Number
Units: participants

100 days post-tranplant 6 16

6 months post-transplant 11 26

12 months post-transplant 13 28

W Statistical Analysis 1 v

Statistical Comparison Groups Placebo, Maribavir 100 mg BID
Analysis _
Overview Comments Analysis of 100 days post-
transplant

Non-Inferiority No
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or Equivalence Analysis?

Comments

Statistical P-Value
Test of

Hypothesis Comments

Method

Comments

¥ Statistical Analysis 2 ¥

Statistical Comparison Groups
Analysis

Overview Comments

Non-Inferiority

or Equivalence Analysis?

Comments

Statistical P-Value
Test of

Hypothesis Comments

Method

Comments

¥ Statistical Analysis 3 4

Statistical Comparison Groups
Analysis
Overview Comments

Non-Inferiority
or Equivalence Analysis?

Comments

[Not specified]

0.542

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Placebo, Maribavir 100 mg BID

Analysis of 6 months post-
transplant

No

[Not specified]

0.637

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Placebo, Maribavir 100 mg BID

Analysis of 12 months post-
transplant

No

[Not specified]
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Statistical P-Value 0.825
Test of _
Hypothesis Comments The p-value is from the Cochran-

Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Method Cochran-Mantel-Haenszel

Comments [Not specified]

5. Secondary Outcome

Title:  Number of Participants With CMV Infection or EC-confirmed CMV Disease
Within 100 Days Post-Transplantation

¥ Description: All investigator-determined cases of CMV disease (i.e., CMV infection or
CMV organ disease), were adjudicated by an independent, blinded EC.
CMV infection was assessed by (1) pp65 antigenemia assay; (2) CMV DNA
polymerase chain reaction (PCR); (3) either assay (pp65 antigenemia or
CMV DNA PCR); or (4) initiation of anti-CMV therapy. CMV infection was
defined as: CMV infection detected by a positive result from a CMV
laboratory assay from at least one central laboratory assay (pp65
antigenemia or CMV DNA PCR assay in plasma) and fever >/=38 °C on
>/=2 occasions >/=24 hours apart within a 7-day period and at least one of
the following: new or increased malaise, two successive measurements of
leucopenia (white blood cell [WBC] count <3500/mm3 or a WBC count
decrease of 20% if the cell count prior to onset of clinical symptoms was
>4000/mm3) >/=24 hours apart, atypical lymphocytosis >/=5%, and
thrombocytopenia. CMV organ disease was defined as described by
Ljungman et al., 2002.

Time Frame: 100 days post-transplant
Safety Issue? No

¥ Outcome Measure Data v

¥ Analysis Population Description

The ITT population, defined as all participants who were randomized to one of the therapy
groups, regardless of whether the participant received study drug or had any post-baseline
evaluations.

Arm/Group Title Placebo Maribavir 100 mg BID

¥ Arm/Group Description: Participants received placebo  Participants received maribavir
twice daily (BID) for up to 12 100 mg twice daily (BID) for up
weeks. to 12 weeks.

Number of Participants 227 454
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Analyzed

Measure Type: Number
Units: participants

pp65 antigenemia assay 79 120

CMV DNA PCR assay 69 126

pp65 antigenemia assay 92 157
or CMV DNA PCR assay

Initiation of anti-CMV 85 139
therapy

EC-confirmed disease 6 11

¥ Statistical Analysis 1 4
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Statistical
Analysis
Overview

Statistical
Test of
Hypothesis

Method of
Estimation

Comparison Groups

Comments

Non-Inferiority
or Equivalence Analysis?

Comments

P-Value

Comments

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

W Statistical Analysis 2 4

Statistical
Analysis
Overview

Statistical
Test of
Hypothesis

Comparison Groups

Comments

Non-Inferiority
or Equivalence Analysis?

Comments

P-Value

Comments

Placebo, Maribavir 100 mg BID

Analysis of pp65 antigenemia
assay

No

[Not specified]

0.022

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.669

(2-Sided) 95%
0.474 to 0.946

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID

Analysis of CMV DNA PCR
assay

No

[Not specified]

0.468

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).
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Method

Comments

Method of Estimation Parameter
Estimation

Estimated Value

Confidence Interval

Estimation Comments

W Statistical Analysis 3 v

Statistical Comparison Groups
Analysis

Overview Comments

Non-Inferiority

or Equivalence Analysis?

Comments

Statistical P-Value
Test of

Hypothesis Comments

Method

Comments

Method of Estimation Parameter
Estimation

Estimated Value

Confidence Interval

Estimation Comments

¥ Statistical Analysis 4

Statistical Comparison Groups

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.878

(2-Sided) 95%
0.617 to 1.247

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID

Analysis of pp65 antigenemia
assay or CMV DNA PCR assay

No

[Not specified]

0.125

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.772

(2-Sided) 95%
0.555 to 1.075

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID
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Analysis
Overview

Statistical
Test of
Hypothesis

Method of
Estimation

Comments

Non-Inferiority
or Equivalence Analysis?

Comments

P-Value

Comments

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

¥ Statistical Analysis 5 4

Statistical
Analysis
Overview

Statistical
Test of
Hypothesis

Comparison Groups

Comments

Non-Inferiority
or Equivalence Analysis?

Comments

P-Value

Comments

Analysis of initiation of anti-CMV
therapy

No

[Not specified]

0.069

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.731

(2-Sided) 95%
0.521 to 1.026

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID

Analysis of EC-confirmed
disease

No

[Not specified]

0.860

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).
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Method Cochran-Mantel-Haenszel

Comments [Not specified]

Method of Estimation Parameter ©gds Ratio (OR)
Estimation

Estimated Value 0.913

Confidence Interval (2-Sided) 95%
0.332 to 2.508

Estimation Comments Mantel-Haenszel odds ratio for
maribavir versus placebo

6. Secondary Outcome

Title:

¥ Description:

Time Frame:
Safety Issue?

Number of Participants With EC-confirmed CMV Disease Within 12 Months
Post-Transplantation

All investigator-determined cases of CMV disease (i.e., CMV infection or
CMV organ disease), were adjudicated by an independent, blinded EC.
CMV infection was assessed by (1) pp65 antigenemia assay; (2) CMV DNA
polymerase chain reaction (PCR); (3) either assay (pp65 antigenemia or
CMV DNA PCR); or (4) initiation of anti-CMV therapy. CMV infection was
defined as: CMV infection detected by a positive result from a CMV
laboratory assay from at least one central laboratory assay (pp65
antigenemia or CMV DNA PCR assay in plasma) and fever >/=38 °C on
>/=2 occasions >/=24 hours apart within a 7-day period and at least one of
the following: new or increased malaise, two successive measurements of
leucopenia (white blood cell [WBC] count <3500/mm3 or a WBC count
decrease of 20% if the cell count prior to onset of clinical symptoms was
>4000/mm3) >/=24 hours apart, atypical lymphocytosis >/=5%, and
thrombocytopenia. CMV organ disease was defined as described by
Ljungman et al., 2002.

12 months post-transplant
No

¥ Outcome Measure Data ¥

¥ Analysis Population Description

The ITT population, defined as all participants who were randomized to one of the therapy
groups, regardless of whether the participant received study drug or had any post-baseline

evaluations.

Arm/Group Title Placebo Maribavir 100 mg BID
* Arm/Group Description: Participants received placebo  Participants received maribavir

twice daily (BID) for up to 12 100 mg twice daily (BID) for up
weeks. to 12 weeks.

Number of Participants 227 454
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Analyzed

Measure Type: Number 13 22
Units: participants

W Statistical Analysis 1 4

Statistical Comparison Groups Placebo, Maribavir 100 mg BID
Analysis _
Overview Comments Analysis of 12 months post-
transplant

Non-Inferiority No
or Equivalence Analysis?
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Comments [Not specified]
Statistical P-Value 0.617
Test of _
Hypothesis Comments The p-value is from the Cochran-

Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R-) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Method Cochran-Mantel-Haenszel

Comments [Not specified]

Method of Estimation Parameter ©qds Ratio (OR)

Estimation _
Estimated Value 0.835

Confidence Interval (2-Sided) 95%
0.411 to 1.693

Estimation Comments Mantel-Haenszel odds ratio for
maribavir versus placebo

7. Secondary Outcome

Title: Percent of Participants With Acute Graft-Versus-Host Disease (GVHD)

¥ Description: Analysis of acute GVHD was based on reported adverse events that
mapped to the relevant MedDRA dictionary terms for acute GVHD. The
percentage reported is for the occurrence of any grade of acute GVHD.

Time Frame: Through 6 months post-transplant (Days 1 to 100 and 6 months post-
transplant)

Safety Issue? No

* Outcome Measure Data v 4

¥ Analysis Population Description

The ITT Safety (ITT-S) population, defined as participants in the ITT population who received
at least one dose of study drug.

Arm/Group Title Placebo Maribavir 100 mg BID

* Arm/Group Description: Participants received placebo  Participants received maribavir
twice daily (BID) for up to 12 100 mg twice daily (BID) for up
weeks. to 12 weeks.

Number of Participants 223 451
Analyzed
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Measure Type: Number
Units: percentage of participants

100 days post-transplant 39 40
6 months post-transplant 43 44

W Statistical Analysis 1 v

Statistical Comparison Groups Placebo, Maribavir 100 mg BID
Analysis _
Overview Comments Analysis of 100 days post-
transplant

Non-Inferiority No
or Equivalence Analysis?

Comments [Not specified]
Statistical P-Value 0.7808
Test of _
Hypothesis Comments The p-value is from the Cochran-

Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R -) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).
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Method of
Estimation

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

¥ Statistical Analysis 2 ¥

Statistical
Analysis
Overview

Statistical
Test of
Hypothesis

Method of
Estimation

8. Secondary Outcome

Title:

Comparison Groups

Comments

Non-Inferiority

or Equivalence Analysis?

Comments

P-Value

Comments

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
1.048

(2-Sided) 95%
0.754 to 1.457

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID

Analysis of 6 months post-
transplant

No

[Not specified]

0.6946

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R -) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
1.068

(2-Sided) 95%
0.771 to 1.479

Mantel-Haenszel odds ratio for
maribavir versus placebo

Percent of Participants With Chronic Graft-Versus-Host Disease (GVHD)
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¥ Description: Analysis of chronic GVHD was based on reported adverse events that
mapped to the relevant MedDRA dictionary terms for chronic GVHD. The
percentage reported is for the occurrence of any grade of chronic GVHD.

Time Frame: Through 6 months post-transplant (Days 1 to 100 and 6 months post-
transplant)

Safety Issue? No

¥ Outcome Measure Data v 4

¥ Analysis Population Description

The ITT-S population, defined as participants in the ITT population who received at least one
dose of study drug.

Arm/Group Title Placebo Maribavir 100 mg BID

¥ Arm/Group Description: Participants received placebo  Participants received maribavir
twice daily (BID) for up to 12 100 mg twice daily (BID) for up

weeks. to 12 weeks.
Number of Participants 223 451
Analyzed
Measure Type: Number
Units: percentage of participants
100 days post-transplant 5 6
6 months post-transplant 25 19

W Statistical Analysis 1 v

Statistical Comparison Groups Placebo, Maribavir 100 mg BID
Analysis _
Overview Comments Analysis of 100 days post-
transplant

Non-Inferiority No
or Equivalence Analysis?

Comments [Not specified]
Statistical P-Value 0.6304
Test of _
Hypothesis Comments The p-value is from the Cochran-

Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R -) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).
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Method of
Estimation

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

¥ Statistical Analysis 2 ¥

Statistical
Analysis
Overview

Statistical
Test of
Hypothesis

Method of
Estimation

9. Secondary Outcome

Title:

Comparison Groups

Comments

Non-Inferiority

or Equivalence Analysis?

Comments

P-Value

Comments

Method

Comments

Estimation Parameter

Estimated Value

Confidence Interval

Estimation Comments

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
1.186

(2-Sided) 95%
0.592 to 2.375

Mantel-Haenszel odds ratio for
maribavir versus placebo

Placebo, Maribavir 100 mg BID

Analysis of 6 months post-
transplant

No

[Not specified]

0.1019

The p-value is from the Cochran-
Mantel-Haenszel test, adjusting
for recipient CMV serostatus (R+
or R -) and transplant type
(myeloablative or non-
myeloablative/reduced intensity).

Cochran-Mantel-Haenszel

[Not specified]

Odds Ratio (OR)
0.726

(2-Sided) 95%
0.495 to 1.066

Mantel-Haenszel odds ratio for
maribavir versus placebo

Number of Participants Who Died Within 12 Months Post-Transplantation
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¥ Description:
Time Frame:

Safety Issue?

[Not specified]

Through 12 months post-transplant (Days 1 to 100, 6 months, and 12
months post-transplant)

No

¥ Outcome Measure Data ¥

¥ Analysis Population Description

The ITT-S population, defined as participants in the ITT population who received at least one
dose of study drug.

Arm/Group Title Placebo Maribavir 100 mg BID
¥ Arm/Group Description: Participants received placebo  Participants received maribavir

twice daily (BID) for up to 12 100 mg twice daily (BID) for up

weeks. to 12 weeks.
Number of Participants 223 451
Analyzed
Measure Type: Number
Units: participants
100 days post-transplant 19 30
6 months post-transplant 37 88
12 months post-transplant 59 139

10. Secondary Outcome

Title:
¥ Description:

Time Frame:
Safety Issue?

Plasma Concentration of Maribavir During Treatment

Pharmacokinetic (PK) profile sampling was performed to evaluate plasma
concentrations of Maribavir. During the study drug administration period,
blood samples for this purpose were collected on Day 7 (Week 1) and at
Week 4. Every effort was made to ensure that doses were administered 12
hours apart on the day before and on the day of PK sampling. Permissible
assessment windows for PK profile sampling purposes were +/- 3 days and
+/- 5 days for the 1- and 4- week samples, respectively. Samples were
analyzed by a validated liquid chromatography tandem mass spectrometry
(LC/MS/MS) method. The validated lower limit of quantitation (LLOQ) in
plasma was 0.2 pg/mL.

12 hours post-dose after 1 and 4 weeks of treatment
No

¥ Outcome Measure Data v 4

¥ Analysis Population Description
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The pharmacokinetic (PK) population, defined as those participants in the ITT population
from whom plasma samples were drawn, tested for maribavir concentrations, and complete,
evaluable PK data were available.

Arm/Group Title Maribavir 100 mg BID
¥ Arm/Group Description: Participants received maribavir 100 mg twice daily (BID) for up
to 12 weeks.
Number of Participants 66
Analyzed
Mean (Standard Deviation)
Units: pg/mL
1 week post-dose, n=63 2.11 (2.10)
4 weeks post-dose, n=48 2.19 (1.99)

11. Secondary Outcome

Title:
¥ Description:

Plasma Concentration of Maribavir Metabolite VP 44469 During Treatment

Pharmacokinetic (PK) profile sampling was performed to evaluate plasma
concentrations of VP 44469, a metabolite of Maribavir. During the study
drug administration period, blood samples for this purpose were collected on
Day 7 (Week 1) and at Week 4. Every effort was made to ensure that doses
were administered 12 hours apart on the day before and on the day of PK
sampling. Permissible assessment windows for PK profile sampling
purposes were +/- 3 days and +/- 5 days for the 1- and 4- week samples,
respectively. Samples were analyzed by a validated liquid chromatography
tandem mass spectrometry (LC/MS/MS) method. The validated lower limit
of quantitation (LLOQ) in plasma was 0.2 ug/mL.
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Time Frame: 12 hours post-dose after 1 and 4 weeks of treatment
Safety Issue? No

¥ Outcome Measure Data ¥

¥ Analysis Population Description

The PK population, defined as those participants in the ITT population from whom plasma
samples were drawn, tested for maribavir concentrations, and complete, evaluable PK data
were available.

Arm/Group Title Maribavir 100 mg BID
¥ Arm/Group Description: Participants received maribavir 100 mg twice daily (BID) for up
to 12 weeks.
Number of Participants 66
Analyzed
Mean (Standard Deviation)
Units: pg/mL
1 week post-dose, n=63 0.56 (0.36)
4 weeks post-dose, n=48 0.65 (0.47)
B Adverse Events
Time Frame

Additional Description  Adverse events are reported for the ITT-S population, defined as
participants in the ITT population who received at least one dose
of study drug.

Source Vocabulary Name MedDRA (10.0)

Assessment Type Systematic Assessment

Arm/Group Title Placebo Maribavir 100 mg BID
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¥ Arm/Group Description

Participants received placebo
twice daily (BID) for up to 12
weeks.

Participants received maribavir
100 mg twice daily (BID) for up
to 12 weeks.

¥ Serious Adverse Events

Placebo
Affected / at Risk (%)

Maribavir 100 mg BID
Affected / at Risk (%)

Total

98/223 (43.95%)

197/451 (43.68%)

Blood and lymphatic system
disorders

Anaemia TA

Aplasia Pure Red Cell TA
Febrile Neutropenia A
Haemolysis TA

Haemolytic Uraemic
Syndrome TA

Leukaemia Recurrent TA
Leukopenia TA

Lymphoproliferative Disorder
tA

Myelodysplastic Syndrome 1
A

Myeloma Recurrence A
Neutropenia TA
Non-Hodgkin's Lymphoma
Recurrent TA

Pancytopenia TA

Relapse of underlying disease
[1] T A

Thrombocytopenia 1A

Thrombotic Microangiopathy
tA

Thrombotic Thrombocytopenic
Purpura TA

0/223 (0%)
1/223 (0.45%)
6/223 (2.69%)

0/223 (0%)

0/223 (0%)

6/223 (2.69%)
1/223 (0.45%)
1/223 (0.45%)

2/223 (0.9%)

1/223 (0.45%)
0/223 (0%)
41223 (1.79%)

1/223 (0.45%)
13/223 (5.83%)

1/223 (0.45%)
0/223 (0%)

0/223 (0%)

3/451 (0.67%)
0/451 (0%)
41451 (0.89%)
1/451 (0.22%)
1/451 (0.22%)

15/451 (3.33%)
1/451 (0.22%)
5/451 (1.11%)

1/451 (0.22%)

0/451 (0%)
2/451 (0.44%)
5/451 (1.11%)

4/451 (0.89%)
21/451 (4.66%)

3/451 (0.67%)
2/451 (0.44%)

2/451 (0.44%)

Cardiac disorders
Acute Coronary Syndrome TA
Arrhythmia TA
Atrial Fibrillation TA
Cardiac Failure TA
Palpitations TA
Pericardial Effusion TA

Supraventricular Tachycardia
tA

0/223 (0%)
1/223 (0.45%)
1/223 (0.45%)
1/223 (0.45%)

0/223 (0%)

0/223 (0%)

0/223 (0%)

1/451 (0.22%)
0/451 (0%)
0/451 (0%)

1/451 (0.22%)

1/451 (0.22%)

3/451 (0.67%)

1/451 (0.22%)

https://register.clinicaltrials.gov/prs/rrs/PreviewResults?popup=true&uid=U0000HH3&ts=8&sid=S00010B0&cx=-qo00qo[6/3/2015 9:16:33 AM]



javascript:expandCollapseByKey(false,'-armGroupDescriptionRow')

ClinicalTrials.gov PRS: Results Preview (NCT00411645)

Gastrointestinal disorders
Abdominal Pain TA
Caecitis TA
Clostridium Difficile Colitis TA
Colitis TA
Constipation A
Diarrhoea TA
Dyspepsia TA
Dysphagia T4
Eosinophilic Colitis T4
Gastritis TA
Gastritis Haemorrhagic ™A
Gastroenteritis Caliciviral TA
Gastroenteritis Viral TA

Gastrointestinal Haemorrhage
tA

Gingivitis TA
Helicobacter Gastritis ™A

lleus TA

Intra-Abdominal Haemorrhage
tA

Lactose Intolerance TA
Nausea TA

Peritonitis Bacterial TA
Rectal Haemorrhage 1A
Rectal Lesion TA
Vomiting TA

0/223 (0%)
0/223 (0%)
3/223 (1.35%)
2/223 (0.9%)
1/223 (0.45%)
1/223 (0.45%)
1/223 (0.45%)
0/223 (0%)
0/223 (0%)
2/223 (0.9%)
0/223 (0%)
0/223 (0%)
1/223 (0.45%)
1/223 (0.45%)

0/223 (0%)
1/223 (0.45%)
1/223 (0.45%)
1/223 (0.45%)

1/223 (0.45%)
2/223 (0.9%)
1/223 (0.45%)
0/223 (0%)
1/223 (0.45%)
41223 (1.79%)

3/451 (0.67%)
2/451 (0.44%)
5/451 (1.11%)
2/451 (0.44%)
0/451 (0%)
7/451 (1.55%)
0/451 (0%)
1/451 (0.22%)
1/451 (0.22%)
0/451 (0%)
1/451 (0.22%)
1/451 (0.22%)
0/451 (0%)
2/451 (0.44%)

1/451 (0.22%)
0/451 (0%)
0/451 (0%)
0/451 (0%)

0/451 (0%)
41451 (0.89%)
0/451 (0%)
1/451 (0.22%)
0/451 (0%)
5/451 (1.11%)

General disorders
Catheter Site Infection TA

General Physical Health
Deterioration TA

Multi-Organ Failure TA
Pyrexia TA

0/223 (0%)
0/223 (0%)

2/223 (0.9%)
14/223 (6.28%)

1/451 (0.22%)
1/451 (0.22%)

2/451 (0.44%)
28/451 (6.21%)

Hepatobiliary disorders
Cholecystitis TA
Cholelithiasis TA
Cholestasis TA
Hepatic Encephalopathy TA
Hepatic Failure TA
Hepatitis Viral TA
Hepatotoxicity A

0/223 (0%)
0/223 (0%)
1/223 (0.45%)
1/223 (0.45%)
0/223 (0%)
1/223 (0.45%)
0/223 (0%)

2/451 (0.44%)
1/451 (0.22%)
0/451 (0%)
0/451 (0%)
3/451 (0.67%)
0/451 (0%)
1/451 (0.22%)
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Venoocclusive Liver Disease
T A

2/223 (0.9%)

1/451 (0.22%)

Immune system disorders
Acute Graft Versus Host
Disease TA
Chronic Graft Versus Host
Disease TA

25/223 (11.21%)

1/223 (0.45%)

56/451 (12.42%)

1/451 (0.22%)

Infections and infestations

Acinetobacter Bacteraemia T
A

Adenovirus Infection TA
Aspergillosis TA
Bacteraemia TA

Bacterial Sepsis ™A

Bk Virus Infection TA
Catheter Sepsis ™A
Central Line Infection TA

Cytomegalovirus
Gastroenteritis TA

Cytomegalovirus Infection TA
Enterococcal Bacteraemia TA
Enterococcal Sepsis A

Epstein-Barr Virus Infection T
A

Escherichia Bacteraemia ™A
Herpes Dermatitis T4
Herpes Zoster 1A

Human Herpesvirus 6
Infection TA

Human Polyomavirus
Infection TA

Klebsiella Bacteraemia ™A
Klebsiella Sepsis ™A
Oral Herpes TA

Pneumonia Cytomegaloviral T
A

Pseudomonal Bacteraemia '
A

Salmonella Sepsis A
Sepsis TA
Serratia Bacteraemia ™A

Staphylococcal Bacteraemia
tA

0/223 (0%)

0/223 (0%)
0/223 (0%)
3/223 (1.35%)
0/223 (0%)
3/223 (1.35%)
1/223 (0.45%)
3/223 (1.35%)
41223 (1.79%)

41223 (1.79%)
1/223 (0.45%)
0/223 (0%)
1/223 (0.45%)

1/223 (0.45%)
0/223 (0%)
0/223 (0%)

1/223 (0.45%)

0/223 (0%)

0/223 (0%)
1/223 (0.45%)
0/223 (0%)
1/223 (0.45%)

0/223 (0%)

1/223 (0.45%)
2/223 (0.9%)
1/223 (0.45%)
3/223 (1.35%)

1/451 (0.22%)

1/451 (0.22%)
1/451 (0.22%)
9/451 (2%)
1/451 (0.22%)
1/451 (0.22%)
0/451 (0%)
3/451 (0.67%)
6/451 (1.33%)

10/451 (2.22%)
1/451 (0.22%)
2/451 (0.44%)
3/451 (0.67%)

0/451 (0%)
1/451 (0.22%)
1/451 (0.22%)

0/451 (0%)

1/451 (0.22%)

2/451 (0.44%)
0/451 (0%)
1/451 (0.22%)
6/451 (1.33%)

3/451 (0.67%)

0/451 (0%)
2/451 (0.44%)
2/451 (0.44%)

9/451 (2%)
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Staphylococcal Sepsis TA

Streptococcal Bacteraemia *
A

Urosepsis TA
Zygomycosis TA

0/223 (0%)
1/223 (0.45%)

0/223 (0%)
1/223 (0.45%)

2/451 (0.44%)
0/451 (0%)

1/451 (0.22%)
2/451 (0.44%)

Injury, poisoning and
procedural complications

Blood Stem Cell Transplant
Failure TA

Incision Site Infection TA
Infusion Related Reaction TA

Post Procedural Haematoma
t A

Therapeutic Agent Toxicity T
A

Transfusion Reaction TA

1/223 (0.45%)

0/223 (0%)
0/223 (0%)
0/223 (0%)

1/223 (0.45%)

0/223 (0%)

3/451 (0.67%)

1/451 (0.22%)
1/451 (0.22%)
1/451 (0.22%)

3/451 (0.67%)

2/451 (0.44%)

Investigations

Blood Creatinine Increased T
A

Blood Uric Acid Increased ™A

Hepatic Enzyme Increased T
A

International Normalised Ratio
Increased TA

1/223 (0.45%)

0/223 (0%)
0/223 (0%)

0/223 (0%)

1/451 (0.22%)

1/451 (0.22%)
3/451 (0.67%)

1/451 (0.22%)

Metabolism and nutrition
disorders

Anorexia TA
Dehydration A
Electrolyte Imbalance A
Failure To Thrive TA
Hyperglycaemia TA
Hyperkalaemia TA
Hypertriglyceridaemia TA
Hypovolaemia TA

Lactic Acidosis TA

0/223 (0%)
0/223 (0%)
1/223 (0.45%)
0/223 (0%)
0/223 (0%)
1/223 (0.45%)
0/223 (0%)
0/223 (0%)
0/223 (0%)

2/451 (0.44%)
3/451 (0.67%)
0/451 (0%)
1/451 (0.22%)
41451 (0.89%)
0/451 (0%)
1/451 (0.22%)
1/451 (0.22%)
1/451 (0.22%)

Musculoskeletal and
connective tissue disorders

Haemarthrosis ™A
Muscle Abscess TA
Myopathy Steroid T4
Myositis TA

Pain In Extremity TA
t A

0/223 (0%)

0/223 (0%)

0/223 (0%)
1/223 (0.45%)
2/223 (0.9%)

1/451 (0.22%)

1/451 (0.22%)

1/451 (0.22%)
0/451 (0%)
0/451 (0%)

https://register.clinicaltrials.gov/prs/rrs/PreviewResults?popup=true&uid=U0000HH3&ts=8&sid=S00010B0&cx=-qo00qo[6/3/2015 9:16:33 AM]




ClinicalTrials.gov PRS: Results Preview (NCT00411645)

Rhabdomyolysis

Spinal Compression Fracture
tA

Staphylococcal Osteomyelitis
tA

0/223 (0%)
0/223 (0%)

1/223 (0.45%)

1/451 (0.22%)
1/451 (0.22%)

0/451 (0%)

Nervous system disorders
Arachnoiditis TA
Cerebral Haemorrhage A
Convulsion TA
Encephalopathy TA
Extrapyramidal Disorder TA
Guillain-Barre Syndrome 1A
Meningitis Aseptic TA
Meningitis Enterococcal TA
Meningitis Viral TA
Metabolic Encephalopathy T4

Subarachnoid Haemorrhage
tA

Subdural Haematoma TA
Tremor TA

0/223 (0%)
0/223 (0%)
1/223 (0.45%)
0/223 (0%)
0/223 (0%)
0/223 (0%)
0/223 (0%)
1/223 (0.45%)
0/223 (0%)
1/223 (0.45%)
0/223 (0%)

0/223 (0%)
1/223 (0.45%)

1/451 (0.22%)
1/451 (0.22%)
0/451 (0%)
3/451 (0.67%)
1/451 (0.22%)
1/451 (0.22%)
1/451 (0.22%)
0/451 (0%)
1/451 (0.22%)
1/451 (0.22%)
1/451 (0.22%)

1/451 (0.22%)
0/451 (0%)

Psychiatric disorders
Depression TA
Mental Status Changes T4

0/223 (0%)
1/223 (0.45%)

1/451 (0.22%)
1/451 (0.22%)

Renal and urinary disorders
Cystitis Haemorrhagic T4
Dysuria TA
Nephrolithiasis A
Renal Failure TA
Renal Impairment 1A
Urinary Tract Infection TA

1/223 (0.45%)
0/223 (0%)
0/223 (0%)

41223 (1.79%)
0/223 (0%)

2/223 (0.9%)

3/451 (0.67%)
1/451 (0.22%)
1/451 (0.22%)
14/451 (3.1%)
2/451 (0.44%)
2/451 (0.44%)

Respiratory, thoracic and
mediastinal disorders

Acute Respiratory Distress
Syndrome TA

Bronchopulmonary
Aspergillosis TA
Dyspnoea TA
Hypoxia TA
Influenza ™A

Lung Infection Pseudomonal
tA

Lung Infiltration TA

2/223 (0.9%)
2/223 (0.9%)

0/223 (0%)
1/223 (0.45%)
2/223 (0.9%)

0/223 (0%)

0/223 (0%)

1/451 (0.22%)
0/451 (0%)

1/451 (0.22%)
0/451 (0%)
2/451 (0.44%)
1/451 (0.22%)

2/451 (0.44%)
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Parainfluenzae Virus Infection
t A

Pleural Effusion TA
Pneumonia TA

Pneumonia Fungal T4
Pneumonia Streptococcal ™A
Pneumonitis TA

Pulmonary Alveolar
Haemorrhage A

Respiratory Failure ™A
Respiratory Syncytial Virus
Infection TA

Sinusitis TA

Upper Respiratory Tract
Infection TA

0/223 (0%)

0/223 (0%)
2/223 (0.9%)
0/223 (0%)
1/223 (0.45%)
1/223 (0.45%)
0/223 (0%)

0/223 (0%)
0/223 (0%)

1/223 (0.45%)
1/223 (0.45%)

1/451 (0.22%)

2/451 (0.44%)
41451 (0.89%)
2/451 (0.44%)
0/451 (0%)
2/451 (0.44%)
2/451 (0.44%)

21451 (0.44%)
21451 (0.44%)

0/451 (0%)
0/451 (0%)

Skin and subcutaneous tissue
disorders

Cellulitis TA
Erythema TA
Rash TA

Skin Exfoliation T4

0/223 (0%)
1/223 (0.45%)
0/223 (0%)
1/223 (0.45%)

1/451 (0.22%)
0/451 (0%)
1/451 (0.22%)
0/451 (0%)

Vascular disorders
Catheter Thrombosis TA
Deep Vein Thrombosis T4
Hypotension A
Microangiopathy TA
Orthostatic Hypotension TA
Syncope TA

1/223 (0.45%)
0/223 (0%)
0/223 (0%)
0/223 (0%)
0/223 (0%)

1/223 (0.45%)

0/451 (0%)
3/451 (0.67%)
2/451 (0.44%)
1/451 (0.22%)
3/451 (0.67%)
2/451 (0.44%)

t Indicates events were collected by systematic assessment.
A Term from vocabulary, MedDRA (10.0)

[1] Relapse of underlying disease includes the following MedDRA Preferred Terms: "Leukemia
recurrent, myeloma recurrence, non-Hodgkin's lymphoma recurrent, and myelodysplastic
syndrome"

¥ Other (Not Including Serious) Adverse Events

Frequency Threshold for 5%
Reporting Other Adverse

Events
Placebo Maribavir 100 mg BID
Affected / at Risk (%) Affected / at Risk (%)
Total 192/223 (86.1%) 408/451 (90.47%)
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Blood and lymphatic system
disorders

Anaemia TA
Neutropenia TA
Thrombocytopenia 1A

17/223 (7.62%)
18/223 (8.07%)
16/223 (7.17%)

60/451 (13.3%)
33/451 (7.32%)
33/451 (7.32%)

Gastrointestinal disorders
Abdominal Pain TA
Constipation TA
Diarrhoea TA
Dry Mouth TA
Dysgeusia TA
Dyspepsia TA
Nausea TA
Oral Candidiasis T4
Vomiting TA

17/223 (7.62%)
10/223 (4.48%)
41/223 (18.39%)
11/223 (4.93%)
13/223 (5.83%)
13/223 (5.83%)
33/223 (14.8%)
10/223 (4.48%)
27/223 (12.11%)

34/451 (7.54%)
41/451 (9.09%)
86/451 (19.07%)
41/451 (9.09%)
66/451 (14.63%)
16/451 (3.55%)
68/451 (15.08%)
34/451 (7.54%)
48/451 (10.64%)

General disorders
Fatigue TA
Oedema Peripheral ™A
Pyrexia TA

22/223 (9.87%)
28/223 (12.56%)
28/223 (12.56%)

73/451 (16.19%)
58/451 (12.86%)
46/451 (10.2%)

Immune system disorders

Acute Graft Versus Host
Disease TA

50/223 (22.42%)

117/451 (25.94%)

Infections and infestations
Bk Virus Infection TA
Staphylococcal Bacteraemia

13/223 (5.83%)
15/223 (6.73%)

33/451 (7.32%)
17/451 (3.77%)

t A
Investigations
Hepatic Enzyme Increased 1 15/223 (6.73%) 31/451 (6.87%)
A

Weight Decreased A

29/223 (13%)

41/451 (9.09%)

Metabolism and nutrition
disorders

Anorexia TA
Hyperglycaemia TA

11/223 (4.93%)
10/223 (4.48%)

26/451 (5.76%)
30/451 (6.65%)

Musculoskeletal and
connective tissue disorders

Back Pain TA

9/223 (4.04%)

26/451 (5.76%)

Nervous system disorders
Dizziness TA
Headache TA
Insomnia TA
Tremor TA

11/223 (4.93%)
21/223 (9.42%)
16/223 (7.17%)
16/223 (7.17%)

26/451 (5.76%)
44/451 (9.76%)
27/451 (5.99%)
32/451 (7.1%)
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Renal and urinary disorders
Renal Failure A 16/223 (7.17%) 33/451 (7.32%)
Urinary Tract Infection TA 9/223 (4.04%) 28/451 (6.21%)

Respiratory, thoracic and
mediastinal disorders

Cough TA 11/223 (4.93%) 35/451 (7.76%)
Upper Respiratory Tract 9/223 (4.04%) 25/451 (5.54%)
Infection TA
Skin and subcutaneous tissue
disorders
Erythema TA 13/223 (5.83%) 21/451 (4.66%)
Pruritus TA 14/223 (6.28%) 20/451 (4.43%)
Rash TA 30/223 (13.45%) 59/451 (13.08%)
Vascular disorders
Hypertension A 13/223 (5.83%) 43/451 (9.53%)

t Indicates events were collected by systematic assessment.
A Term from vocabulary, MedDRA (10.0)

B | imitations and Caveats

[Not Specified]

B \lore Information

Certain Agreements
Principal Investigators are NOT employed by the organization sponsoring the study.

There IS an agreement between the Principal Investigator and the Sponsor (or its agents) that
restricts the PI's rights to discuss or publish trial results after the trial is completed.
If a multicenter publication is not submitted within twelve (12) months after conclusion,
abandonment or termination of the Study at all sites, or after Sponsor confirms there shall
be no multicenter Study publication, the Institution and/or such Principal Investigator may
publish the results from the Institution site individually.

Results Point of Contact

Name/Official Study Physician

Title:

Organization: Shire Development LLC
Phone: +1 866 842 5335

Email:
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