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CADTH

CADTH Reimbursement Review
Feedback on Draft Recommendation

Stakeholder information
CADTH project number PC0292-000

Brand name (generic) Keytruda (pembrolizumab)

Indication(s) Pembrolizumab in combination with chemotherapy with or without
bevacizumab, for the treatment of adult patients with persistent,
recurrent, or metastatic cervical cancer whose tumors express PD-L1
(CPS=1) as determined by a validated test.

Organization Ontario Health (Cancer Care Ontario) Gynecologic Cancer Drug
Advisory Committee (“Gyne DAC”)
Contact information? Name: Dr. Sarah Ferguson
Stakeholder agreement with the draft recommendation
: . . Yes
1. Does the stakeholder agree with the committee’s recommendation. No | O

Please explain why the stakeholder agrees or disagrees with the draft recommendation. Whenever
possible, please identify the specific text from the recommendation and rationale.

The Gyne DAC agrees with the committee’s recommendation based on unmet need in this
population and OS benefit.

Expert committee consideration of the stakeholder input
2. Does the recommendation demonstrate that the committee has considered the Yes

O|X

stakeholder input that your organization provided to CADTH? No

If not, what aspects are missing from the draft recommendation?

Clarity of the draft recommendation

_ Yes

3. Are the reasons for the recommendation clearly stated? No | O
If not, please provide details regarding the information that requires clarification.

4. Have the implementation issues been clearly articulated and adequately Yes | O

addressed in the recommendation? No

If not, please provide details regarding the information that requires clarification.

Table 2
Relevant comparators
- For a small group of patients with known severe allergy to any component of the platinum-
paclitaxel doublet, the Gyne DAC recommends following recommendations from the clinical
experts —i.e., that other agents, including (but not limited to) single agent carboplatin or
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paclitaxel, be allowed as an alternative chemotherapy backbone to pembrolizumab (+/-
bevacizumab).

Considerations for discontinuation of therapy
- The Gyne DAC identified an additional scenario under this section:

Q: If a patient cannot tolerate pembrolizumab, are they able to continue with chemotherapy
+/- bevacizumab?
Suggested treatment approach: In line with the KEYNOTE-826 protocaol, if a patient cannot
tolerate pembrolizumab, they should continue treatment with chemotherapy +/- bevacizumab;
bevacizumab may continue until disease progression or unacceptable toxicities per
jurisdiction practice.

Generalizability
- Time-limited need: For patients who stopped platinum-based chemotherapy +/- bevacizumab
due to toxicities and not due to disease progression - when their disease recurs after 6
months (i.e., remain platinum-sensitive), the Gyne DAC suggests this very small patient
population be retreated with platinum chemotherapy and be allowed the addition of
pembrolizumab +/- bevacizumab.

5. If applicable, are the reimbursement conditions clearly stated and the rationale Yes

O
for the conditions provided in the recommendation? No

If not, please provide details regarding the information that requires clarification.

The OH-CCO Gyne DAC recommends the following revisions in Table 1. Reimbursement Conditions
and Reasons.

Initiation
- For#1
- Eligibility criteria should include “PD-L1 CPS>=1 as determined by a validated test”
- Re: Has not been previously treated with systemic chemotherapy for metastatic or advanced
disease (excluding patients who received concurrent cisplatin with radiation with curative
intent)

Prescribing

- Re: #5 - “Pembrolizumab should be prescribed and administered in oncology health facilities by
trained health professionals familiar with chemoimmunotherapy administration.”
(The Gyne DAC suggests removal of specific mention of medical oncologist or gynecologist. For
example, in Ontario, GP oncologists may also prescribe for these patients)

- Suggested implementation guidance for #6: As turnaround time for PD-L1 testing varies across
cancer centres, the Gyne DAC recommends allowing chemotherapy +/- bevacizumab be initiated
first, with plan to add on pembrolizumab when PD-L1 CPS score becomes available.

a8 CADTH may contact this person if comments require clarification.
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Appendix 2. Conflict of Interest Declarations for Clinician Groups

¢ To maintain the objectivity and credibility of the CADTH drug review programs, all participants in the drug
review processes must disclose any real, potential, or perceived conflicts of interest.
e This conflict of interest declaration is required for participation. Declarations made do not negate or preclude
the use of the feedback from patient groups and clinician groups.
e CADTH may contact your group with further questions, as needed.
e Please see the Procedures for CADTH Drug Reimbursement Reviews for further details.
e For conflict of interest declarations:
= Please list any companies or organizations that have provided your group with financial payment over
the past two years AND who may have direct or indirect interest in the drug under review.
= Please note that declarations are required for each clinician that contributed to the input.
= [f your clinician group provided input at the outset of the review, only conflict of interest declarations
that are new or require updating need to be reported in this form. For all others, please list the
clinicians who provided input are unchanged
= Please add more tables as needed (copy and paste).
= Al new and updated declarations must be included in a single document.

A. Assistance with Providing the Feedback

2. Did you receive help from outside your clinician group to complete this submission? No O
Yes

If yes, please detail the help and who provided it.
OH-CCO provided secretariat support to the DAC in completing this feedback.

3. Did you receive help from outside your clinician group to collect or analyze any No
information used in this submission? Yes

If yes, please detail the help and who provided it.

O

B. Previously Disclosed Conflict of Interest

4. Were conflict of interest declarations provided in clinician group input that was No O
submitted at the outset of the CADTH review and have those declarations remained Yes
unchanged? If no, please complete section C below.

If yes, please list the clinicians who contributed input and whose declarations have not changed:
e Clinician 1
e Clinician 2
e Add additional (as required)

**Please note that Dr. Leah Jutzi and Dr. Taymaa May have left the OH-CCO Gyne DAC. As such, they did not
provide feedback on this draft recommendation.**

C. New or Updated Conflict of Interest Declarations

New or Updated Declaration for Clinician 1

Name Please state full name

Position | Please state currently held position

Date Please add the date form was completed (DD-MM-YYYY)
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O | hereby certify that | have the authority to disclose all relevant information with respect to any
matter involving this clinician or clinician group with a company, organization, or entity that may
place this clinician or clinician group in a real, potential, or perceived conflict of interest situation.

Conflict of Interest Declaration

List any companies or organizations that have provided your group with financial payment over the past two
years AND who may have direct or indirect interest in the drug under review.

Check Appropriate Dollar Range
Company $0to 5,000 | $5,001to $10,001 to In Excess of
10,000 50,000 $50,000
Add company name O O | O
Add company name O O | O
Add or remove rows as required O O O Ul

New or Updated Declaration for Clinician 2

Name Please state full name
Position | Please state currently held position
Date Please add the date form was completed (DD-MM-YYYY)

O | hereby certify that | have the authority to disclose all relevant information with respect to any
matter involving this clinician or clinician group with a company, organization, or entity that may
place this clinician or clinician group in a real, potential, or perceived conflict of interest situation.

Conflict of Interest Declaration

List any companies or organizations that have provided your group with financial payment over the past two
years AND who may have direct or indirect interest in the drug under review.

Check Appropriate Dollar Range
Company $0 to 5,000 $5,001 to $10,001 to In Excess of
10,000 50,000 $50,000
Add company name O | (| O
Add company name O | (| O
Add or remove rows as required O | | O

New or Updated Declaration for Clinician 3

Name Please state full name
Position | Please state currently held position
Date Please add the date form was completed (DD-MM-YYYY)

X | hereby certify that | have the authority to disclose all relevant information with respect to any
matter involving this clinician or clinician group with a company, organization, or entity that may
place this clinician or clinician group in a real, potential, or perceived conflict of interest situation.

Conflict of Interest Declaration

List any companies or organizations that have provided your group with financial payment over the past two
years AND who may have direct or indirect interest in the drug under review.

Company | Check Appropriate Dollar Range
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$0 to 5,000 $5,001 to $10,001 to In Excess of
10,000 50,000 $50,000
Add company name O | | O
Add company name O | | O
Add or remove rows as required O O | O

New or Updated Declaration for Clinician 4

Name Please state full name
Position | Please state currently held position
Date Please add the date form was completed (DD-MM-YYYY)
O | hereby certify that | have the authority to disclose all relevant information with respect to any

matter involving this clinician or clinician group with a company, organization, or entity that may
place this clinician or clinician group in a real, potential, or perceived conflict of interest situation.

Conflict of Interest Declaration

List any companies or organizations that have provided your group with financial payment over the past two
years AND who may have direct or indirect interest in the drug under review.

Check Appropriate Dollar Range
Company $0 to 5,000 $5,001 to $10,001 to In Excess of
10,000 50,000 $50,000
Add company name O O (] a
Add company name O O (| O
Add or remove rows as required O O | Ol

New or Updated Declaration for Clinician 5

Name Please state full name
Position | Please state currently held position
Date Please add the date form was completed (DD-MM-YYYY)
O | hereby certify that | have the authority to disclose all relevant information with respect to any

Conflict of Interest Declaration

List any companies or organizations that have provided your group with financial payment over the past two
years AND who may have direct or indirect interest in the drug under review.

matter involving this clinician or clinician group with a company, organization, or entity that may
place this clinician or clinician group in a real, potential, or perceived conflict of interest situation.

Check Appropriate Dollar Range
Company $0 to 5,000 $5,001 to $10,001 to In Excess of
10,000 50,000 $50,000
Add company name O O (| |
Add company name O O | O
Add or remove rows as required O O O O
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CADTH

CADTH Reimbursement Review

Feedback on Draft Recommendation

Stakeholder information

CADTH project number PC0292

Name of the drug and Pembrolizumab (Keytruda) for recurrent, or metastatic cervical
Indication(s) cancer

Organization Providing PAG

Feedback

1. Recommendation revisions

Please indicate if the stakeholder requires the expert review committee to reconsider or clarify its
recommendation.

Major revisions: A change in recommendation category or patient O
Request for population is requested
Reconsideration Minor revisions: A change in reimbursement conditions is requested | [J
Editorial revisions: Clarifications in recommendation text are O
No Request for requested
NREEITE L R No requested revisions X

2. Change in recommendation category or conditions

Complete this section if major or minor revisions are requested
None.

3. Clarity of the recommendation

Complete this section if editorial revisions are requested for the following elements
a) Recommendation rationale

None.

b) Reimbursement conditions and related reasons
None.

¢) Implementation guidance
None.




CADTH

CADTH Reimbursement Review
Feedback on Draft Recommendation

Stakeholder information
CADTH project number PC0292

Brand name (generic) Keytruda (pembrolizumab)
Indication(s) Cervical Cancer
Organization Merck Canada

Contact information® ]

Stakeholder agreement with the draft recommendation
Yes

1. Does the stakeholder agree with the committee’s recommendation.

We agree with the positive recommendation as it is aligned the trials results.

Expert committee consideration of the stakeholder input

2. Does the recommendation demonstrate that the committee has considered the Yes
stakeholder input that your organization provided to CADTH? No

If not, what aspects are missing from the draft recommendation?

OX

Clarity of the draft recommendation

. Yes
3. Are the reasons for the recommendation clearly stated? No | O
If not, please provide details regarding the information that requires clarification.
4. Have the implementation issues been clearly articulated and adequately Yes
addressed in the recommendation? No | O
If not, please provide details regarding the information that requires clarification.
5. If applicable, are the reimbursement conditions clearly stated and the rationale Yes
for the conditions provided in the recommendation? No | O
If not, please provide details regarding the information that requires clarification.
a8 CADTH may contact this person if comments require clarification.
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