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AGENDA

Learning objectives:

• What we owe our participants: Revisiting our 

ethical framework

• Appropriate inputs and responses for IRB 

Continuing Review and Closure Forms

• IRB Expectations for Communication of Results 

to Participants

• IT Expectations: Data storage, safekeeping, 

and destruction

• Case studies

• Continued in Part 2 Panel: March 2026
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THE BELMONT REPORT: OUR 
ETHICAL FRAMEWORK

What Do We Owe Participants?
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What We Owe Participants (Per The Belmont 
Report)

• Informed Consent part of Respect for Persons

• Respect = participants as equal partners
• Autonomous agents
• Self-determination

• Respect also means:
• Relationship
• Results – not just individual-specific. What did you 

learn from doing the study?
• Publication does not = communication of results to 

participants.

**Read the Belmont Report | HHS.gov

IRB CONTINUING 
REVIEW AND 
CLOSURE FORMS
MORE THAN FORMS
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Continuing Review / Closure Rationale
*To approve a study, the IRB concludes study risks are minimized, study has a positive r/b ratio, and data handled appropriately, among other criteria.

1.The purpose of Continuing Review:

1.To ensure regular and consistent enrollment, particularly if powered, to maintain evidence of benefit

2.To understand if data patterns require sharing new risks or with participants to ensure participants can continue to make informed decisions

3.To understand if minor deviations require an amendment or intervention to minimize risk

4.To follow study retention patterns / complaints and provide extra support to maximize benefit

2. The purpose of Study Closure:

1.To demonstrate consistent follow-through with required close-out procedures and confirm final enrollment

2.To demonstrate close-out with participants that maintains respect for persons

3.To demonstrate appropriate data handling procedures that maintains respect for persons and r/b ratio.

4.To inform the IRB that study oversight is no longer needed 

3.CR/ Closure milestones:

1.Exempt- CR due every 3 years. Close from INSPIR home page.

2.Expedited – Status Check-in, CR due every 3 years. Closure Report when milestone reached. IRB Closure letter confirmation.

3.Expedited- CR due every year. Closure Report when milestone reached. IRB Closure letter confirmation.

4.Full Board - CR due at least every year until study reaches data analysis only. Closure Report when milestone reached. IRB Closure letter confirmation.

*Allowing a study to lapse does not = closure. This is non-compliance. You will not be approved for new research with lapsed studies.

What We Mean: "Study Status"

• "Enrolling" means "consenting" or "Adding 
private identifiable information" to a dataset 
(secondary analysis).

• IRB expects to see progression from top of list 
to bottom

• Closure form confirms the logical step after 
CR options no longer true.

• Problems:
• Secondary analysis studies claim not to enroll
• CR reporting sometimes bounces back up status 

without amendment
• People may try to close while still analyzing 

identifiable data.

Continuing Review asks:

Closure asks:
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What We Mean: Consent = “Enrollment”

• Teams are "in charge of human subjects” when 
they “enroll”

• Enrollment numbers = # of consented to the study.

• Ideally, study enrolls consistently until it meets its 
stated goal or cap.

• Problems:
• Numbers reported are sometimes FEWER than 

previous Continuing Reviews, 
• Numbers not populated at all.
• Numbers reported are those randomized or for 

whom data was analyzed, not those consented.

What We Mean: Consent = “Enrollment”

• Closure forms should not have numbers to 
add, unless the study was completed 
within its initial review cycle.

• Problems:
• Numbers reported are sometimes FEWER than 

previous Continuing Reviews.
• CR reported numbers steady for years, then 

different numbers reported at closure.
• No demographics reported when study clearly 

collected demographic info
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What We Mean: Adverse Events And 
Deviations

• IRB looks for patterns year-over-year, against 
what is reasonably expected for the 
population.

• Problem: Almost always reported as “none”, 
even where there is an obvious deviation 
like allowing a study to expire. 

• Know your definitions per our policies
• HRPP Policies | Office of Human Research Affairs

– adverse event
• HRPP Policies | Office of Human Research Affairs

– minor deviation

What We Mean: "Participant Notification"

• Secondary analysis studies under waivers likely 
appropriate to not notify 

• If the study directly interacted with 
participants, participant notification about study 
results is an ethical expectation.

• Problems:
• “subjects do not need to be notified”. 
• “Study closed as expected, subjects haven’t been 

involved since active participation ended years ago.”
• “n/a.”
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What We Mean: "Data Handling"
• Responses to this question in the Closure Form 

should reflect what was most recently 
approved in your application.

• Problems with Closure Reports:
• States all data was destroyed when someone left 

institution
• Does not distinguish between master code and 

dataset
• No one in charge of moving to dormant space and 

destroying
• Not in line with or opposite what was approved in 

application

CR Times Guidance of IRB 
Expectations
• See: Clinical Research Newsletter from Boston University Medical Center

• Planning a Move to a New Institution? March 2023 Issue

 Close study or

 Transfer study to a new PI here at BMC/BU Medical Campus, or

 Transfer study to the new institution.

• Closing Time: The Dos and Don’ts of Study Closure June/July 2022 Issue
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How do you Demonstrate Respect for Persons?
• If investigator has limited time at institution:

• Not start study

• Ensure another PI can take over

• Tell participants about the limited time to complete / likelihood of getting results or information 

• If things change, what do you owe participants?
• Clear communication about who is taking over the study.

• An honest account of what PI able to accomplish 

• What will be done with the data so it can still have value to others or summary of information or results.

• A show of gratitude /appreciation for participation.

• What do investigators owe the IRB?
• Update of PI to INSPIR BEFORE the previous PI leaves. 

• An honest account by new PI of expectation to continue the study as stated, or will end enrollment but continue with 
data analysis, etc

• Examples of communication with participants of study closure and results. 

• Real information at study closure: Thoughtful, thorough, consistent with approved application, and acknowledges the 
value of the participant.

CASE STUDY
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• Expedited 6, 7 study: Needs assessment of patients with severe 
mental health issues with purpose of integrating mental health into 
a separate department. Sought to enroll 60; but enrolled only 10.

• Closure report stated: "Insufficient sample for analysis. Study is 
being closed due to problems with recruitment, as well as main PI 
moving to a new state and unable to continue the study….No 
subjects need to be notified. Data has been deleted from files. Paper 
materials (consent forms) have been shredded." 

• Audience Question: What are some problems with this response?

• Audience Question: How could this have been done differently?

DATA STORAGE, 
SAFEKEEPING, AND 
DESTRUCTION

• Transfer data from apps to BU or BMC network drive

o Including BU apps, like REDCap

o Is OneDrive Ok?

o Is a thumb drive in my office ok?

o Is there a place for Ph.D/grad students to store research data?
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CASE STUDY FROM DAVID

• PI passed, and study was transferred to another PI
• data left on app that was never brought down

• Document procedures
• Have an inventory of all locations of data
• Verify transfer/destruction at end of study

When It’s Done Well

The amazing impact of investing the time to 
communicate results with participants.

Positively affects:

1. Future willingness to participate in research

2. Strengthens relationship to institution

3. Ensures trust in the research enterprise

4. Funding if PI confident that recruitment can be 
met
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Plain Language 
Summaries

Research shows participants want 
communication of study achievements from 
studies they participate in

Supported by the Multi-Regional Clinical Trials 
Center guidance: 

Operational Planning for Plain Language 
Summaries and Return of Results - The Multi-
Regional Clinical Trials Center of Brigham and 
Women's Hospital and Harvard

Example: 35356 Dr. Stephen Christiansen

“A Randomized Clinical Trial of Overminus
Spectacle Therapy for Intermittent Exotropia”

Participant Newsletter - FHS

*From their Fall 2022 newsletter: https://www.framinghamheartstudy.org/participants/fhs-newsletters/
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QUESTIONS?

STAY TUNED FOR 
PART 2, A PANEL ON 
WHEN 
COMMUNICATION IS 
DONE RIGHT
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THANK YOU
Carolyn Swain, MPH, CIP

cvswain@bu.edu; 617-358-6556

David Corbett

corbettd@bu.edu; 617-358-0106
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