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Protocol Review & Monitoring 
Observership Training 

January 2026



Plan for Today

• Quick Overview of Review Process
• Comparison of Research Council and IRB
• Your Responsibilities as a Reviewer
• What to Expect - Plan for your upcoming observations and reviews 
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Quick Overview of Review 
Process



Review Process: Time to Activation Dashboard

Total Protocols = 169 MSK Confidential — do not distribute



Review Process: Activation Timeline
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Review Process at MSK - Internal
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Review Process at MSK - External

Current External Pilot: Priority 1 Industry 
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Comparison of Research Council 
and IRB
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Research Council vs IRB/PB

What's the difference, what's the same?
• Scope/Governance
• Committee Structure
• Meeting Structure/Type of Reviews



Research Council vs IRB/PB
Research Council IRB/PB

Scope • Science
• Priority

• Ethics
• Human Subject Protection

Governance • NCI Core Grant • Office of Human Research Protection (OHRP)
• Food and Drug Administration (FDA)
• Office of Civil Rights (OCR)
• Association for the Accreditation of Human 

Research Protection Program (AHRPP)

Reporting 
Structure

• MSK President • Institutional Official (IO)
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Committee Structure
Structure Research Council IRB/PB
# of Committees 2 (A/B)

1 meeting per week (alternates A/B)
3 (A/B/C)
Each committee meets twice per month

Leadership 1 Chair 
3 Co-Chairs per committee
1 Statistical Co-Chair

1 Chair per committee 
2 Associate Chairs per committee

Membership • ~70 multidisciplinary
• 5 rotating statisticians

• ~86 multidisciplinary
• Membership makeup is regulated by 

government
• Community Members

Committee 
Management

• 1 Program Manager; 1 Protocol 
Review Manager per committee

• Protocol Information Management 
System (PIMS)

• 1 IRB/PB Program Manager or 
Administrator per committee

• PIMS
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Meeting Structure/ Types of Reviews
Committee Reviews @ Meeting New Protocol 

Review Similarities
Research 
Council

• New Protocols
• Resubmissions
• Amendments

• 3 reviewers; primary reviewer 
presents protocol

• Discussion opened to entire 
committee

• Formal voting required 
(option to abstain)

• Individuals with conflicts must 
recuse themselves

• Quorum is required

IRB/PB • New Protocols
• Resubmissions
• Amendments
• Continuing Reviews
• Single Patient Use (SPU)
• NIH genomic data 

certifications
• COI management plans

​New Protocol Review 
Differences
• Primary & secondary 

reviewers are scientific
• Tertiary reviewer is 

statistician (externally 
sponsored studies only)

• ​Primary & secondary 
reviewers are scientific 
and/or non-scientific 
dependent on protocol

• Tertiary reviewer is CRA 
member

• Community member (non-
affiliated) feedback
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Your Responsibilities as a 
Reviewer
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Reviewer Responsibilities/ Expectations

• Materials for Review
• Scope
• Presenting to the Council/Board
• Determination Definitions



MSK Confidential — do not distribute

Reviewer Responsibilities: Materials for Review 

Research 
Proposal 

Submission 
Form (RPSF)

Prior Committee 
Correspondence Face Sheet Protocol

Appendices 
(if applicable)

Investigator 
Brochures 

(if applicable)
Manuals 

(if applicable)
Informed 

Consent Form 
(IRB ONLY)



Reviewer Responsibilities: Assignment Email 

Attachments:
• Agenda
• Reviewer Checklist
• Review Documents
• Policies

Reminders:
• Contacts for 

Questions
• Brief summary 

(2-4 min max)
• Closed meeting
• Set aside 2-3 hours 

for review MSK Confidential — do not distribute
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Reviewer Responsibilities: RC Scope (checklist) 

• Sponsor, study question(s), importance, design, departmental reviews
Brief Summary

• Importance of the scientific question to PI, MSK, field
Importance

• Scientific validity of methods, experimental design, trial endpoints
• Will the trial answer the scientific question?​
• Is there adequate preclinical/clinical data​?

Trial Design

• Can all tests/interventions be done?
• Do we have the patient population?​
• Competing studies & effect on currently opened studies (prioritization)
• Departmental concerns addressed?​

Feasibility

• Major issues requiring RC discussion
• Minor issues (discussion not required)

Issues for Letter to PI



Reviewer Responsibilities: IRB Scope (checklist) 

111 
Criteria for 
Approval

COI
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Reviewer Responsibilities: IRB Scope (checklist) 

111 
Criteria 
for 
Approval

Vulnerable 
Populations
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Reviewer Responsibilities: IRB Scope (checklist) 

111 
Criteria 
for 
Approval

Consent 
Checklist 
w/ required 
elements

IRB 
Determinations
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IRB Meeting Guidance Document 
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Reviewer Responsibilities: Presenting at Meeting
 
Reviewer RC IRB/PB
Primary • Brief summary of study (no more than 2-4 

minutes)
• Comments/questions documented 

in reviewer checklist
• Recommended Determination

• Brief summary of study with focus on objectives and 
111 criteria  (no more than 2-4 minutes)

• Comments/questions for both protocol and consent 
documented in checklist

• Recommended Determination, risk level, and 
frequency of continuing review

Secondary • Comments/ concerns/ questions 
documented in reviewer checklist

• Recommended Determination

• Note anything pertinent primary may have left out
• Comments/ concerns/ questions  for both protocol 

and consent  documented in checklist
• Recommended Determination, risk level, and 

frequency of continuing review

Tertiary Statistician (external only):
• Comments/questions regarding study 

design / statistical analysis documented in 
reviewer checklist

• Recommended Determination

CRA:
• Note anything pertinent primary may have left out
• Comments/ concerns/ questions  for both 

protocol and consent  documented in checklist
• Recommended Determination, risk level, 

and frequency of continuing review
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Reviewer Responsibilities: Determination Definitions
Research 
Council 
(RC)

Institutional 
Review 
Board (IRB)

Definition Criteria

Approve/ 
Approve with 
comments

Approve Protocol can move forward 
in the review & activation 
process

No comments/minor/brief comments can 
be included at RC

Interim 
Approve

Approve with 
Conditions

Response is required and 
will be reviewed outside of a 
meeting

RC: Questions to PI regarding feasibility, 
prioritization, clarification of study design

IRB: stipulations, no open-ended 
questions and 111 criteria must be met

Defer Modifications 
Required

Response is required and 
will be reviewed at full 
committee meeting

RC: Significant design and/or feasibility 
issues identified

IRB: Does not meet 111; open-ended?

Reject Disapproved Protocol cannot move 
forward in the review & 
activation process

Significant design, feasibility, safety issues 
that cannot be changed
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What to Expect:
Plan for your upcoming 
observations and reviews



What to Expect 

Observership Session: Observe 1 RC & 1 IRB meeting

Assigned Review Session: Attend 1 RC & 1 IRB meeting
• Assigned protocol to review
• Paired with CRA administrator/manager – we will meet prior to your review
• Complete Reviewer Checklist

- Present summary of protocol 
- Identify strengths and weaknesses

RC & IRB are closed meetings. Please keep discussions confidential.

MSK Confidential — do not distribute



MSK Confidential — do not distribute

Reviewer Best Practices/Reminders

Your Review 
Set aside enough time for the 

review (2-3 hours - MANY 
documents)

Review all documents, 
including previous committee 

letters and responses

Email your comments the 
day before the meeting

Presentation 
2-4 minutes max

Questions 
If you have questions – 

please ask!
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Additional Committee 
Information 

Contacts: RC:  Krista Napolitano
IRB: Carly Clemons

Research Council (RC) Portal Page
(includes RC SOPs)

Institutional Review Board/Privacy Board (IRB/PB) 
Portal Page

IRB/PB SOPs

Informed Consent Toolkit (includes consent template 
and instructions documents)

IRB Risk Category Definitions

https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/PRC--Research-Council-A-and-B.aspx
https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/PRC--Research-Council-A-and-B.aspx
https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/IRB-PB--Institutional-Review-Board-Privacy-Board.aspx
https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/IRB-PB--Institutional-Review-Board-Privacy-Board.aspx
https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/SOPs--IRB-PB-SOPs.aspx
https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/HRPP--Informed-Consent-Toolkit.aspx
https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/HRPP--Informed-Consent-Toolkit.aspx
https://mskcc.sharepoint.com/sites/pub-ClinResearch/SitePages/CR-Resources--Risk-Categories.aspx
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Questions?
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