
Launching the Return of Individual Research Results (IRR) Project & Website
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• Nancy Levitan Poorvu
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• Carol Weil
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Return of Individual Research Results (IRR)
Website Launch Webinar

24 March 2022
1-2 pm EDT

https://mrctcenter.org/

https://mrctcenter.org/


Session Agenda
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• MRCT Center Introduction

• Importance of Returning Individual Research Results (IRR)

• Evolution of this work

• Remarks from Jamie Tyrone, Patient Advocate 

• Review of project update

• Website Demo

• Q&A



MRCT Center
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The MRCT Center is a research 
and policy center focused on 
addressing the conduct, 
oversight, ethics and regulatory 
environment for clinical trials.



MRCT Center
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Our Vision
Improve the integrity, safety, and rigor of 
global clinical trials.

Our Mission
We engage diverse stakeholders in the research 
enterprise to define emerging issues in global 
clinical trials and to create and implement 
ethical, actionable, and practical solutions.



Framework

Decision to return aggregate and individual results begin with commitment at 
study design, requires planning, and embodies respect
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Communicate
Results

Plain  Language Summaries

Privacy, Confidentiality, Security, Data Utility 

Return of Individual Results
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Defining Individual Research Results (IRR)
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IRR is:

Any data or test result from a 
research study that is specific to 
an individual, such as study arm 
assignment, lab results, or genetic 
sequencing data

IRR is not:

Aggregate results, plain language 
summaries, or lay summaries that 
provide study participants with 
overall findings of a research 
study



The Importance of Returning IRR
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Research participants consistently desire and expect to receive both 
individual and aggregate research data from the research studies in 
which they have participated

Expectations about data transparency and ownership are evolving in 
society; returning IRR anticipates and responds to those expectations

Foundational ethical principles in research can and should be applied to 
the return of IRR to participants 



The MRCT Center’s IRR Initiative – Version 1 Background
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Version 1, Released in 2017

• Strong case was made for the ethical imperative of 
returning IRR

• Introduced classification of result types based on 
timing, actionability, etc.

• Robust set of considerations for returning genetic 
information

• Presented as a starting point for external 
stakeholders to build upon



• Aggregate research results (plain language summaries)

• Assignment to and results of study arm

• Routine clinical results performed in the course of research
 Urgent
 Actionable
 Personally valuable
 No known implications

• Incidental findings discovered in the course of a clinical trial 
– Of potential clinical significance or actionable
– Of uncertain significance 

• Research results
– Of likely or uncertain significance
– Of potential proprietary importance
– Genetic/genomic results

• Other results

Spectrum of results to return to participants:

Easier

Harder
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What should results be shared? Considerations:

• Has the participant opted in to receive results?  

• Are the results analytically valid? 

• Does the result have clinical validity?

• Are the results urgent, actionable? 

• Are the results of personal utility?

• Does sharing the result impact the integrity of the study? 

• Does returning the result comply with institutional policies, legal 
and national laws, and regulations?  
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Remarks from Jamie Tyrone,
Patient Advocate
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The MRCT Center’s IRR Initiative – Expansion and Update
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Need for an update:
• Identified the need for practical, implementation-based resources
• Update/expansion of certain recommendations

IRR Taskforce:
• Convened 10-person taskforce to update the original materials and overall project

– Included representation from industry, academia, IRB/HRPP, government, and patient advocates

• Objectives: 
– Find common problems and barriers throughout the process of returning IRR 

– Provide guidance/resources to help organizations address and overcome barriers

– Promote the value of organizations to prepare for and prioritize returning IRR



The MRCT Center’s IRR Initiative – Version 2
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Challenges Identified

• Perception of a high barrier to entry

• Concerns around liability/fear of the 
unknown

• Unclear differentiation of responsibilities 
between and among stakeholders

• Absence of regulatory requirements or 
guidance on what to return, when, and how

• Difficulty in achieving buy-in throughout the 
organization

Solutions Created for Version 2 Release

• Guidance on getting started and planning for a 
gradual progression

• Roadmaps to clarify stakeholder roles and 
responsibilities

• Re-classification of result types to frame the 
return of IRR

• Guidance on how to create a return of IRR plan

• Specific tools for implementing the return of IRR

• Topics to review common concerns/complexities 
with returning IRR



Intended Audience
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• How to get started
• Why to get started



How to Get Started
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• Stakeholder Roadmaps
• Determining what to return
• How to return

(who/when/how/etc.)
• Result-specific guidance



New Result Type Classifications
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Determining what to return
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Types of data that may be generated in 
the trial

Steps in a clinical trial

Classification of result
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• Roadmap for each 
stakeholder group

• Provides a basic 
overview of each role’s 
responsibility/task 
during a given time 
period

• Links to additional 
guidance or tools 
relating to each 
responsibility/task

Stakeholder Roadmaps

Responsibilities/Tasks
 Organizational buy in
 Establishing a Policy
 Protocol Review
 Regulations

Time Period



How to Return IRR
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Guidance separated by result type

Who should return result 
When it should be returned
How it should be returned
Choice for participant as to whether to receive
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Data-Type Pages

For each result/data type:

• Definition & examples
• Links to basic considerations (who, when, 

how, choice)
• Informed consent (IC) guidance 
• IC sample language
• Regulatory requirements
• Gathering the participant’s healthcare 

provider contact info
• Accessing appropriate expertise to interpret 

results or advise in other capacities
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• Tools and Templates
• Resources for participants
• 2017 Guidance Documents
• Health Literacy
• Aggregate Results
• Coming soon: Case Studies



Tools & Templates – these and others!
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Simple, downloadable tools supporting the adoption of returning IRR in a compliant and respectful way



Tools & Templates

• IRB Approval Checklist for Returning IRR
o A checklist to assist IRB members and Ethics Committees in reviewing return of IRR plans, based 

around the U.S. regulatory criteria for IRB approval.

• Healthcare Provider Contact Form Template
o A template for obtaining permission to contact a participant’s healthcare provider or doctor 

about individual research results, along with their contact information.

• IRR Information Sheet for Participants Template
o A template for supporting the decision and discussion around a participants’ choice to receive 

results, which should be adapted to reflect the plan of the study and the types of results that a 
participant has the option to receive, along with their decisions to receive them.

• Informed Consent Sample Language
o Sample language to use in informed consent forms when explaining the different types of 

individual results that will be generated/returned to participants in a study.

• Resources for Participants
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Resources for participants
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Ask questions
Get answers



Additional topics
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• Informed Consent
• Regulations
• Liability
• Study Integrity 
• Funders
• Genetics



Coming Soon: Identified Areas for Continued Work
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Further review of returning genetic information

Guidance for biobanks 

Returning IRR to parents, guardians, representatives

Additional case studies

And more! 
Please reach out to us if you would like to collaborate or have suggestions



Website Demo
mrctcenter.org/return-of-individual-results/
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Discussion
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Thank you!
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MRCTcenter.org @MRCTcenter

https://www.linkedin.com/company/multi-regional-clinical-trials-center-of-brigham-and-women's-hospital-and-harvard/?viewAsMember=true
https://twitter.com/MRCTCenter
https://mrctcenter.org/
https://mrctcenter.org/
https://mrctcenter.org/
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