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DOCUMENT HISTORY

Document Date of Issue Overall Rationale

Amendment 6 04-AUG-2022 Merck Sharp and & Dohme Corp. underwent an entity name and address change
to Merck Sharp & Dohme LLC, Rahway, NJ, USA. This conversion resulted
only in an entity name change and update to the address.

Amendment 5 27-0CT-2021 To update the frequency of hematology and chemistry panel sample collection in
participants with TNBC treated in Arm 4.

Amendment 4 15-JUL-2021 To update the dose modification and toxicity management guidelines for irAEs.

Amendment 3 25-JAN-2021 Cohort expansion to evaluate the efficacy and safety of MK-5890 in combination
with pembrolizumab and nab-paclitaxel for the treatment of participants with
locally recurrent inoperable TNBC cancer not previously treated with
chemotherapy and which cannot be treated with curative intent or with
previously not treated metastatic TNBC whose tumor PD-L1 CPS is less than 10.

Amendment 2 01-JUL 2019 Based on a review of currently available preclinical and clinical data, several
expansion cohorts were added to further examine safety and exploratory efficacy
of MK-5890 when used as monotherapy and in combination with
pembrolizumab in select tumor types. Furthermore, an additional cohort of
participants with nonsquamous NSCLC was added to assess the safety and
tolerability of MK-5890 in combination with pembrolizumab and standard
chemotherapy.

Amendment 1 09-MAR-2018 The protocol was amended to clarify eligibility of participants; infusion time for
MK-5890; noncompliance due to drug-related AE(s); and the assessment and
management of potential infusion reactions to MK-5890.

Original Protocol 23-0CT-2017 Not applicable.
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Amendment 06

Overall Rationale for the Amendment:

Sponsor underwent an entity and name change and update to the address.

Summary of Changes Table:

Section # and Name

Description of
Change

Brief Rationale

Title Page

12.1 Appendix 1: Study
Governance Considerations,
Code of Conduct for Clinical
Trials

Throughout

Sponsor entity
name and address
change.

Merck Sharp & Dohme Corp. underwent an entity name and address change
to Merck Sharp & Dohme LLC, Rahway, NJ, USA. This conversion resulted
only in an entity change and update to address.
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1. SYNOPSIS

Protocol Title:

A Phase 1 Study of MK-5890 as Monotherapy and in Combination with Pembrolizumab
in Participants with Advanced Solid Tumors

Short Title:
A Phase 1 Study of MK-5890 as Monotherapy and in Combination with Pembrolizumab

Objectives/Hypotheses and Endpoints:

15

In male and female participants with advanced solid tumors who are at least 18 years of age:

Objectives

Endpoints

Primary

Objective: To determine the safety and
tolerability and to establish a
preliminary recommended Phase 2 dose
(RP2D) of MK-5890 when used as
monotherapy and in combination with
pembrolizumab in the dose escalation
and confirmation phase and the dose
expansion phase

Number of participants with a
dose-limiting toxicity (DLT)

Number of participants with >1 adverse
event (AE)

Number of participants who discontinue
study treatment due to an AE

Secondary

Objective: To evaluate the PK of
MK-5890 when given by IV infusion as
monotherapy, in combination with
pembrolizumab, and in combination
with pembrolizumab, pemetrexed and
carboplatin and in combination with
pembrolizumab and nab-paclitaxel, in
the dose escalation and confirmation
phase and/or the dose expansion phase

PK parameters including area under the
curve (AUC), minimum concentration
(Cmin), and maximum concentration
(Crnax)

Objective: To evaluate the objective
response rate (ORR) of MK-5890 when
used as monotherapy, in combination
with pembrolizumab, in combination
with pembrolizumab and nab-paclitaxel
in the dose expansion phase

ORR as assessed by the investigator
based on Response Evaluation Criteria in
Solid Tumors, version 1.1 (RECIST 1.1)

MK-5890-001-06 Final Protocol

04-Aug-2022

Confidential




08XZ0Q

Product: MK-5890
Protocol/Amendment No.: 001-06

16

Objectives

Endpoints

Objective: To determine the safety and
tolerability of MK-5890 in combination
with pembrolizumab, pemetrexed, and
carboplatin in participants with
nonsquamous NSCLC and to establish
maximum tolerated doses (MTDs) of
carboplatin and pemetrexed when used
in combination with MK-5890 and
pembrolizumab

Number of participants with a DLT
Number of participants with >1 AE

Number of participants who discontinue
study treatment due to an AE

Objective: To determine the safety and
tolerability of MK-5890 in combination
with pembrolizumab and nab-paclitaxel
in participants with locally recurrent
inoperable TNBC cancer not previously
treated with chemotherapy and which
cannot be treated with curative intent or
with previously not treated metastatic
TNBC and to establish MTDs of nab-
paclitaxel when used in combination
with MK-5890 and pembrolizumab

Number of participants with a DLT
Number of participants with >1 AE

Number of participants who discontinue
study treatment due to an AE

Overall Design:

Study Phase Phase 1

Clinical Indication

Dose escalation and confirmation phase: The treatment of
participants with advanced solid tumors

Dose expansion phase: The treatment of participants with
triple-negative breast cancer (TNBC), nonsquamous NSCLC or
endometrial cancer

Population

Participants with a histologically or cytologically confirmed
advanced/metastatic solid tumor by pathology report who have
received or been intolerant to all treatment known to confer
clinical benefit. Participants in the expansion phase (Arm 4)
have locally recurrent inoperable TNBC not previously treated
with chemotherapy and which cannot be treated with curative
intent or with not previously treated metastatic TNBC

Study Type Interventional
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Type of Design Multi-site, multi-arm, dose escalation, dose confirmation, dose
expansion study

Type of Control No treatment control

Study Blinding Unblinded open-label

Estimated Duration
of Study

The Sponsor estimates that the study will require approximately
6.0 years from the time the first participant (or their legally
acceptable representative) provides documented informed
consent until the last participant’s last study-related contact.

Number of Participants:

Approximately 202 participants will be enrolled.

Treatment Groups and Duration:

Treatment Groups

Participants in the dose escalation/dose confirmation phase will
be allocated to 1 of 2 treatment arms:

e Arm 1: Escalating doses of MK-5890 given once every
3 weeks (Q3W) as monotherapy; or

e Arm 2: Escalating doses of MK-5890 in combination with
200 mg pembrolizumab, both given Q3W.

Participants in the dose escalation/dose confirmation phase with
nonsquamous non-small cell lung cancer (NSCLC) enrolled as
part of Amendment 02 will be allocated to:

e Arm 3: 30 mg MK-5890 in combination with 200 mg
pembrolizumab, 500 mg/m? pemetrexed, and
AUC 5 mg/mL/min carboplatin, all given Q3W.

Participants in the dose expansion phase with TNBC will be
allocated to:

e Arm 2a: 30 mg MK-5890 in combination with 200 mg
pembrolizumab, both given Q3W.

e Arm 4: 30 mg MK-5890 in combination with 400 mg
pembrolizumab, 100 mg/m? nab-paclitaxel. MK-5890 and
pembrolizumab given Q6W for 18 cycles. Nab-paclitaxel
administered on a 3-week on (Days 1, 8 and 15)/ 1-week off
schedule every 28 days.
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Participants in the dose expansion phase with endometrial cancer
will be allocated to:

e Arm la: 30 mg MK-5890 given Q3W as monotherapy;

e Arm 2b: 30 mg MK-5890 in combination with 200 mg
pembrolizumab, both given Q3W; or

e Arm 2c: 30 mg MK-5890 in combination with 400 mg
pembrolizumab, both given once every 6 weeks (Q6W).

Duration of Each participant will participate in the study from the time the
Participation participant provides documented informed consent form (ICF)
through the final protocol-specified contact.

After a screening period of up to 28 days, each participant will
be assigned to receive study treatment until disease progression,
unacceptable AEs, intercurrent illness that prevents further
administration of treatment, investigator’s decision to withdraw
treatment, participant withdrawal of consent, pregnancy,
noncompliance with study treatment or procedure requirements,
the participant completes study treatment, administrative reasons
requiring cessation of treatment, or death.

After the end of treatment, each participant will be followed for
the occurrence of AEs and spontaneously reported pregnancy as
described in Section 9.3.

Participants who discontinue study treatment for reasons other
than confirmed disease progression will have post-treatment
follow-up imaging every 9 weeks for disease status until disease
progression, initiating a new anticancer therapy, participant
withdrawal of consent, pregnancy, becoming lost to follow-up,
or death.

After confirmed disease progression, each participant will be
contacted by telephone approximately every 12 weeks for
survival until participant withdrawal of consent, becoming lost
to follow-up, death, or the end of the study.

Study governance considerations are outlined in Appendix 1. A list of abbreviations used in
this document can be found in Appendix 8.
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2. SCHEDULE OF ACTIVITIES (SOA)

2.1 Schedule of Activities for the Screening & Treatment Periods - Dose Escalation and Confirmation Phase (Arms 1 and 2)

Note: Participants in Arms 1 and 2 of the dose escalation and confirmation phase will follow the SoA in Section 2.7 for the End of
Treatment and Post-Treatment Follow-Up Periods.

Treatment Period

Study Period Screening Cycle = 21 days
Up to 28 days
prior to 1*
Visit Timing dose Cycle 1 Cycles 2-4 Cycles >5
Every Notes
Visit Window (Days) -28 to -1 112(3]5|8{15{1]2(3]|5]|8(15]9 weeks 1

Administrative Procedures

Documented informed consent must be obtained prior to performing any
protocol-specific procedures. Tests performed prior to consent as part of
routine clinical management are acceptable if performed within the specified
timeframe.

o

Informed Consent

Informed Consent for
Future Biomedical Research (FBR)

Inclusion/Exclusion Criteria

Participant Identification Card

Demographics and Medical History

Oncology Disease Status and Prior
Oncology Treatment History

XK [RR<] <

Concomitant Medication

Clinical Procedures/Assessments

A full physical examination should be done at screening. Directed physical
Physical Examination X X2 X? X2 examinations may be done at the other time points unless a full examination
is deemed necessary.

Height

>

Weight

To be measured at screening and prior to dosing, and 2 hours, 4 hours, and
6 hours after the start of the MK-5890 infusion on Day 1 and once daily on
Vital Signs X XXX |IX[X[X[X]|X[] |X[X X Day 2, Day 3, Day 8, and Day 15 of Cycles 1-4. In Cycles >5, measured
prior to dosing on Day 1 only. Measurements include temperature, pulse,
respiratory rate, blood pressure.

Should be performed at screening and prior to dosing on Day 1 of each

ECOG Performance Status X X2 X2 X2 cycle
. 5 ) Performed at screening and prior to dosing and within 30 minutes after the
12-Lead Electrocardiogram X X X end of the MK-5890 infusion on Day 1 of Cycles 1-4.
MK-5890-001-06 Final Protocol 04-Aug-2022
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Treatment Period
Study Period Screening Cycle = 21 days
Up to 28 days
prior to 1*
Visit Timing dose Cycle 1 Cycles 2-4 Cycles >5
Every Notes
Visit Window (Days) -28 to -1 5]8115]9 weeks 1

All adverse events that occur after the consent form is signed but before

treatment allocation must be reported by the investigator if the event causes

Adverse Event Monitoring X XXX |1 X[X[X[X]|X[ |X[X X the participant to be excluded from the study or is the result of a
protocol-specified intervention. Continuous AE reporting from the time of
treatment allocation.

Tumor Imaging and

X X X At screening and every 9 weeks from the first dose of study treatment.
Response Assessment

. Upon Sponsor request, participants may be contacted for survival status at
Survival Status . .
any time during the course of the study.

Laboratory Procedures/Assessments — LOCAL

=

To be collected at screening and prior to dosing and 4 hours after the start o
the MK-5890 infusion on Day 1 of Cycles 1-4. In Cycle 1, should also be
collected once daily on Day 2, Day 8, and Day 15. In Cycles 2-4, should
Chemistry Panel X! X2|X x| x|x2 X|x X2 also be collected once daily on Day 8 and Day 15. In Cycles >5, to be
collected prior to dosing on Day 1 only.

Hematology X! X?|X X[ X |x? X[x X?

Prothrombin Time (PT)/International

Normalized Ratio (INR) and X! Participants on anticoagulant therapy should be monitored throughout the
Activated Partial Thromboplastin study.
Time (aPTT)
Lactate Dehydrogenase (LDH) and X! x2 x2 x2
Gamma Glutamyl Transferase (GGT)
Thyroid Function Testing X X2 X X After Cycle 1, samples are collected every other cycle
(T4, T3, TSH) ’ )
Pregnancy Test (urine or serum - . o . . ..
Lo . Urine pregnancy test to be performed as indicated; if test is positive or
human chorionic gonadotropin [B- X X2 cannot be confirmed as negative, a serum pregnancy test is required
hCG]) - Women of childbearing ’ '

. Monthly testing should be conducted per local regulations.
potential only
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Treatment Period

Study Period Screening Cycle = 21 days
Up to 28 days
prior to 1*
Visit Timing dose Cycle 1 Cycles 2-4 Cycles >5
Every Notes
Visit Window (Days) -28 to -1 213(5 15 213|5[8]15/9 weeks 1
HIV/Hepatitis Screen .
- . . . X Per local lations.

(at the discretion of the investigator) erocalreguiations
Urinalysis X!

Blood for RNA Analyses X To be collected prior to dosing on Day 1 of Cycles 1-5.

To be collected at screening and prior to dosing and 2 hours after the start of
. 3 the MK-5890 infusion on Day 1 and once daily on Day 2 and Day 8 of

Serum for Biomarker Analyses X X X X X X Cycles 1-4. In Cycles >5, to be collected prior to dosing and 2 hours after
the start of the MK-5890 infusion on Day 1 only.

Peripheral Blood Mononuclear Cell To be collected prior to dosing on Day 1 of Cycles 1-4 and every 4 cycles

(PBMC) Collection for Biomarker X thereafter. An additional sample will be collected to coincide with the

Analyses optional post-treatment tumor biopsy.
To be collected at screening and prior to dosing on Day 1 and once daily on

. Day 8 and Day 15 of Cycles 1-4. In Cycles >5, to be collected prior to
3 y y y yeles 25, p

Blood for Immunophenotyping X XX X|X X dosing on Day 1 only. An additional sample will be collected to coincide
with the optional post-treatment tumor biopsy.
If there is either a documented law or regulation prohibiting collection of
blood for genetic analyses, or if the IRB/IEC does not approve the

Blood for Genetic Analyses collection, sampling will not be done at the site. If the planned genetic
analysis is not approved, but FBR is approved and consent is given, this
sample will be collected for the purpose of FBR only.
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Treatment Period

Study Period Screening Cycle = 21 days
Up to 28 days
prior to 1%
Visit Timing dose Cycle 1 Cycles 2-4 Cycles >5
Every Notes
Visit Window (Days) -28 to -1 112(3]5/8{15{1]2(3]|5]|8(15]9 weeks 1

Required at screening for all participants. Newly obtained tumor tissue is
defined as tissue collected within 90 days before the first dose of study
Tumor Tissue Collection X treatment. Archival tumor tissue is defined as tissue collected greater than
90 days before the first dose of study treatment. The actual tumor sample is
not required to be at the study site within the 28-day screening period.

Post-Treatment Tumor Biopsy X Requested between Day 8 and Day 15 of Cycle 2.

Blood for Receptor Availability To be collected at screening and prior to dosing at the end of the MK-5890

Analysis3 X XXX XX X | X XXX XX X infusion (+10 minutes) and 2 hours after the start of the MK-5890 infusion
(+/-10 minutes) on Day 1, and once daily on Day 2, Day 3, Day 5, Day 8,

Serum for Soluble Receptor Analysis? X X IXIxIxIxI x| xIxIxIxIXIX X and Day 15 of Cycles 1-4. In addition, samples should be collected prior to

dosing on Day 1 of Cycles 5 and 6.

Laboratory test at screening are to be performed within 7 days before the first dose of study treatment.

Procedure/sample collection may be performed up to 72 hours before the first dose of study treatment. Screening procedures/sample collections done within this timeframe do
not need to be repeated for the Cycle 1, Day 1 time point.

3. Ifthe sample day falls on a weekend or a holiday, please consult the Sponsor for alternate sample collection times.

o =
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Schedule of Activities for the Screening & Treatment Periods — Dose Escalation and Confirmation Phase (Arm 3:

30 mg MK-5890 + 200 mg Pembrolizumab + 500 mg/m? Pemetrexed + AUC 5 mg/mL/min Carboplatin, all Q3W in
Participants With Nonsquamous NSCLC)

Note: Participants in Arm 3 of the dose escalation and confirmation phase will follow the SoA in Section 2.7 for the End of Treatment
and Post-Treatment Follow-Up Periods.

Treatment Period

Study Period Screening Cycle =21 days
Up to 28 days
prior to 1* Cycles
Visit Timing dose Cycle 1 Cycles 2-4 >5
Every Notes
Visit Window (Days) -28 to -1 1]12)3[(8[15]1 3] 8 [15]9 weeks 1
Administrative Procedures
Documented informed consent must be obtained prior to performing any
Informed Consent X protocol-specific procedures. Tests performed prior to consent as part of routine
clinical management are acceptable if performed within the specified timeframe.
Informed Consent for X
Future Biomedical Research (FBR)
Inclusion/Exclusion Criteria X
Participant Identification Card X
Demographics and Medical History X
Oncology Disease Status and Prior X
Oncology Treatment History
Concomitant Medication X X[X XXX XX X
Clinical Procedures/Assessments
A full physical examination should be done at screening. Directed physical
Physical Examination X X2 X2 X2 |examinations may be done at the other time points unless a full examination is
deemed necessary.
Height X
Weight X X X X
To be measured at screening and prior to dosing and 2 hours, 4 hours, and
6 hours after the start of the MK-5890 infusion on Day 1, and once daily on
Vital Signs X XXX X|X[X X|[X|X X |Day 2, Day 3, Day 8, and Day 15 of Cycles 1-4. In Cycles >5, measured prior to
dosing on Day 1 only. Measurements include temperature, pulse, respiratory
rate, blood pressure.
ECOG Performance Status X X2 X2 X2 |Should be performed at screening and prior to dosing on Day 1 of each cycle.
. Performed at screening and prior to dosing and within 30 minutes after the end
12-Lead Electrocardiogram X X X of the MK-5890 infusi)n onpDay 1 of Cyfles 1-4.
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Treatment Period

Study Period Screening Cycle = 21 days
Up to 28 days
prior to 1% Cycles
Visit Timing dose Cycles 2-4

Window (Da

Every
Q 0

O WEECK

Pemetrexed Drug Administration
Carboplatin Drug Administration X X
All adverse events that occur after the consent form is signed but before
o treatment allocation must be reported by the investigator if the event causes the
Adverse Event Monitoring X X X XXX X participant to be excluded from the study or is the result of a protocol-specified
intervention. Continuous AE reporting from the time of treatment allocation.
Eg?;zrlli?igsligs:éﬁn t X X X |Atscreening and every 9 weeks from the first dose of study treatment.
. Upon Sponsor request, participants may be contacted for survival status at any
Survival Status time during the course of the study.
Laboratory Procedures/Assessments — LOCAL
. 5 5 5 To be collected at screening and prior to dosing and 4 hours after the start of the
Hematology X X X XX X*  |MK-5890 infusion on Day 1 of Cycles 1-4. In Cycle 1, should also be collected
once daily on Day 2, Day 8, and Day 15. In Cycles 2-4, should also be collected
Chemistry Panel X! X2 X2 X|x X2 |once daily on Day 8 and Day 15. In Cycles >5, to be collected prior to dosing on
Day 1 only.
Prothrombin Time (PT)/International
Normalized Ratio (INR) and Activated X! Participants on anticoagulant therapy should be monitored throughout the study.
Partial Thromboplastin Time (aPTT)
Lactate Dehydrogenase (LDH) and X! x2 x2 x2
Gamma Glutamyl Transferase (GGT)
Creatinine Clearance (CrCl) X! X2 X2
Calculation
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Treatment Period

Study Period Screening Cycle =21 days
Up to 28 days
prior to 1% Cycles
Visit Timing dose Cycle 1 Cycles 2-4 >5
Every Notes
Visit Window (Days) -28 to -1 1]2(3]8]15[1]2]3]8/[15]9 weeks 1
Thyroid Function Testing X X2 X X |After Cycle 1, samples are collected every other cycle.

(T4, T3, TSH)

Pregnancy Test (urine or serum -
human chorionic gonadotropin [3-
hCG]) - Women of childbearing
potential only

HIV/Hepatitis Screen

(at the discretion of the investigator)
Urinalysis X!

Urine pregnancy test to be performed as indicated; if test is positive or cannot be
X X2 confirmed as negative, a serum pregnancy test is required. Monthly testing
should be conducted per local regulations.

X Per local regulations.

Laboratory Procedures/Assessments — CENTRAL

Samples for pemetrexed PK testing should be collected prior to dosing and at
Pharmacokinetic Sampling for x| x x |x X the end of the pemetrexed infusion (+10 minutes) on Day 1 and once on Day 2
Pemetrexed? of Cycles 1 and 2 and prior to dosing and at the end of the pemetrexed infusion
(+10 minutes) on Day 1 of Cycle 8.
S . Samples for carboplatin PK testing should be collected prior to dosing and at the
Eha{)malcoklgletlc Sampling for X|[X XX end of the carboplatin infusion (+10 minutes) on Day 1 and once on Day 2 of
arboplatin Cycles 1 and 2.
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Treatment Period
Study Period Screening Cycle = 21 days
Up to 28 days
prior to 1% Cycles
Visit Timing dose Cycle 1 Cycles 2-4 >5
Every Notes
Visit Window (Days) -28 to -1 1{2]3]|8|15([1[2]3]8][15[9 weeks 1
Blood for circulating tumor DNA
(ctDNA) Analysis X X X
To be collected prior to dosing on Day 1 of Cycles 1-5.
Blood for RNA Analyses X X X
To be collected at screening and prior to dosing and 2 hours after the start of the
. MK-5890 infusion on Day 1 and once daily on Day 2 and Day 8 of Cycle 1. In
3
Serum for Biomarker Analyses X X|X X X X Cycles 2-8, to be collected prior to dosing and 2 hours after the start of the
MK-5890 infusion on Day 1 only.
Peripheral Blood Mononuclear Cell To be collected prior to dosing on Day 1 of Cycles 1-4 and every 4 cycles
(PBMC) Collection for Biomarker X X X |thereafter. An additional sample will be collected to coincide with the optional
Analyses post-treatment tumor biopsy.
To be collected at screening and prior to dosing on Day 1, and once daily on
. Day 8 and Day 15 of Cycle 1. In Cycles 2-8, to be collected prior to dosing on
3
Blood for Immunophenotyping X X X| XX X Day 1 only. An additional sample will be collected to coincide with the optional
post-treatment tumor biopsy.
If there is either a documented law or regulation prohibiting collection of blood
for genetic analyses, or if the IRB/IEC does not approve the collection, sampling
Blood for Genetic Analyses X will not be done at the site. If the planned genetic analysis is not approved, but
FBR is approved and consent is given, this sample will be collected for the
purpose of FBR only.
Required at screening for all participants. Newly obtained tumor tissue is
defined as tissue collected within 90 days before the first dose of study
Tumor Tissue Collection X treatment. Archival tumor tissue is defined as tissue collected greater than
90 days before the first dose of study treatment. The actual tumor sample is not

Serum for Soluble Receptor Analysis? X XIX[X|X[X]|X X

1. Laboratory test at screening are to be performed within 7 days before the first dose of study treatment.

2. Procedure/sample collection may be performed up to 72 hours before the first dose of study treatment. Screening procedures/sample collections done within this timeframe do
not need to be repeated for the Cycle 1, Day 1 time point.

3. If the sample day falls on a weekend or a holiday, please consult the Sponsor for alternate sample collection times.
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Schedule of Activities for the Screening & Treatment Periods - Dose Expansion Phase (Arm 1a: 30 mg MK-5890 Q3W

Note: Participants in Arm la of the dose expansion phase will follow the SoA in Section 2.7 for the End of Treatment and

Post-Treatment Follow-Up Periods.

Treatment Period

Study Period Screening Cycle = 21 days
Up to 28 days
Visit Timing prior to 1% dose Cycle 1 Cycles 2-4 Cycles >5
Every Notes
Visit Window (Days) -28 to -1 112 |3[8]15([1 | 8][15]|9 weeks 1
Administrative Procedures
Documented informed consent must be obtained prior to performing any
rotocol-specific procedures. Tests performed prior to consent as part of
Informed Consent X foutine cliﬁical mgnagement are acciptable if [i:rformed within thIe):
specified timeframe.
Informed Consent for X
Future Biomedical Research (FBR)
Inclusion/Exclusion Criteria X
Participant Identification Card X
Demographics and Medical History X
Oncology Disease Status and Prior Oncology X
Treatment History
Concomitant Medication X XX XX X[X]X X
Clinical Procedures/Assessments
A full physical examination should be done at screening. Directed physical
Physical Examination X X2 X2 X2 examinations may be done at the other time points unless a full
examination is deemed necessary.
Height X
Weight X X X X
To be measured at screening and prior to dosing and 2 hours, 4 hours, and
6 hours after the start of the MK-5890 infusion on Day 1, and once daily on
Day 2, Day 3, Day 8, and Day 15 of Cycle 1. In Cycles 2-4, measured prior
Vital Signs X XIX[XIX|X]X[X[X X to dosing and 2 hours, 4 hours, and 6 hours after the start of the MK-5890
infusion on Day 1 and once daily on Day 8 and Day 15. In Cycles >5,
measured prior to dosing on Day 1 only. Measurements include
temperature, pulse, respiratory rate, blood pressure.
ECOG Performance Status X X2 X2 X2 S;fgd be performed at screening and prior to dosing on Day 1 of each
12-Lead Electrocardiogram X
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Treatment Period
Study Period Screening Cycle = 21 days
Up to 28 days
Visit Timing prior to 1* dose Cycle 1 Cycles 2-4 Cycles >5
Every Notes

All adverse events that occur after the consent form is signed but before
treatment allocation must be reported by the investigator if the event causes
Adverse Event Monitoring X XX XXX X[X[X X the participant to be excluded from the study or is the result of a
protocol-specified intervention. Continuous AE reporting from the time of
treatment allocation.

Tumor Imaging and

X X X At screening and every 9 weeks from the first dose of study treatment.
Response Assessment

Upon Sponsor request, participants may be contacted for survival status at
any time during the course of the study.

Survival Status

Laboratory Procedures/Assessments — LOCAL

To be collected at screening and prior to dosing and 4 hours after the start

1 2 2 2
Hematology X XX XX X5 XX X of the MK-5890 infusion on Day 1 of Cycles 1-4. In Cycle 1, should also
be collected once daily on Day 2, Day 8, and Day 15. In Cycles 2-4, should
Chemistry Panel X! x2| x x| xlx2| x| x X2 also be collected once daily on Day 8 and Day 15. In Cycles >5, to be

collected prior to dosing on Day 1 only.

Prothrombin Time (PT)/International
Normalized Ratio (INR) and Activated Partial X!

Participants on anticoagulant therapy should be monitored throughout the

s tudy.
Thromboplastin Time (aPTT) sey
Lactate Dehydrogenase (LDH) and Gamma X! X2 X2 X2
Glutamyl Transferase (GGT)
Thyroid Function Testing 5
(T4, T3, TSH) X X X X After Cycle 1, samples are collected every other cycle.
Pregnancy Test (urine or serum -human Urine pregnancy test to be performed as indicated; if test is positive or
chorionic gonadotropin [B-hCG]) - Women of X X2 cannot be confirmed as negative, a serum pregnancy test is required.
childbearing potential only Monthly testing should be conducted per local regulations.
HIV/Hepatitis Screen .
(at the discretion of the investigator) X Per local regulations.
Urinalysis X!
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Treatment Period

Study Period Screening Cycle = 21 days
Up to 28 days
Visit Timing prior to 1* dose Cycle 1 Cycles 2-4 Cycles >5
Every Notes
Visit Window (Days) -28 to -1 2(3[8]|15[1(8]15(9 weeks 1
Laboratory Procedures/Assessments — CENTRAL
Blood for circulating tumor DNA (ctDNA) X X
Analysis To be collected prior to dosing on Day 1 of Cycles 1-5.
Blood for RNA Analyses X X
To be collected at screening and prior to dosing and 2 hours after the start
. 3 of the MK-5890 infusion on Day 1 and once daily on Day 2 and Day 8 of
Serum for Biomarker Analyses X X X X X Cycle 1. In Cycles >2, to be collected prior to dosing and 2 hours after the
start of the MK-5890 infusion on Day 1 only.
Peripheral Blood Mononuclear Cell (PBMC) To be collected prior to dosing on Day 1 of Cycles 1-4 and every 4 cycles
Collection for Bi ker Anal X X thereafter. An additional sample will be collected to coincide with the
oliection for Biomarker Analyses optional post-treatment tumor biopsy.
To be collected at screening and prior to dosing on Day 1 and once daily on
. Day 8 and Day 15 of Cycle 1. In Cycles >2, to be collected prior to dosin,
3 y y y Y Z2, p g
Blood for Immunophenotyping X X|X|x X on Day 1 only. An additional sample will be collected to coincide with the
optional post-treatment tumor biopsy.
If there is either a documented law or regulation prohibiting collection of
blood for genetic analyses, or if the IRB/IEC does not approve the
Blood for Genetic Analyses collection, sampling will not be done at the site. If the planned genetic
analysis is not approved, but FBR is approved and consent is given, this
sample will be collected for the purpose of FBR only.
Required at screening for all participants. Newly obtained tumor tissue is
defined as tissue collected within 90 days before the first dose of study
Tumor Tissue Collection X treatment. Archival tumor tissue is defined as tissue collected greater than
90 days before the first dose of study treatment. The actual tumor sample is
not required to be at the stud