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Who We Are           

The IRB 

The Harvard University Area 

includes the Faculty of Arts and 

Sciences, Harvard Graduate 

School of Education, Harvard 

Kennedy School, Harvard Divinity 

School, Harvard Business School, 

Harvard Law School, Harvard 

Graduate School of Design, the 

Harvard School of Engineering and 

Applied Sciences, Harvard 

University Health Services, and the 

Radcliffe Institute for Advanced 

Study. The IRB of record for the 

Harvard University Area is 

referred to as the Committee on 

the Use of Human Subjects 

(CUHS).  

The IRB Office 

The HUA IRB administrative office is responsible for managing the day-to-day operations and support 

of the IRB. The HUA IRB office staff perform a variety of functions in addition to supporting the IRB 

such as providing IRB determinations, reviewing studies on behalf of the IRB, assisting researchers 

with IRB related questions, and providing training and outreach.  
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Director
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IRB Reliance 

Administrator & QA/QI
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IRB Coordinator

Jonathan Girard 
Manager

Katie Bean                 
IRB Administrator

Ani Heller                  
IRB Administrator

Alicia McGovern       
IRB Administrator

Elizabeth Parsons      
IRB Administrator

Saraf Salim                
IRB Administrator
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Training, Outreach, and Other Initiatives -   
September - December 2021 
 
What’s New on Our Website  
Becoming an IRB Member 
To expand the expertise and potential contribution of members from various areas of our academic 
community as well as those from outside Harvard, we have created a new webpage that provides an 
overview of what membership entails and outlines how to request becoming a member. Please see 
the Becoming an IRB Member webpage here.    
 
For HUA IRB Members 
We’ve created a one-stop shop for our IRB membership that includes resources, training, an overview 
of expectations, and other important items. See the HUA IRB Members page here. 
 
Thank an IRB Staff Member 
We created a quick and easy way that our research community can thank an IRB staff member. By 
clicking on the link “Thank an IRB Staff Member” on our website, we’ve created a brief Qualtrics form 
where the research community may send a note of appreciation. You can see the Thank an IRB Staff 
Member form here.  
 
IRB Newsletter 
Topics for our October, November, and December newsletters included the following: 
 

• October 2021 - Who is an Agent of Harvard?, Personal Information Protection Law (PIPL), 
What it Means to Be a Faculty Sponsor, What's New on Our Website, and the Do You Speak 
IRB topic - Coercion and Undue Influence. 

• November 2021 - PIPL - New Information Posted, URTP - What You Need to Know, URTP In-
Person Training Dates, Recruiting from Harvard Guidelines, ESTR Not Available this Weekend, 
and the Do You Speak IRB topic - Principal Investigator Eligibility. 

• December 2021 - Office Closed for Winter Recess, Tips for a successful IRB Review, and the Do 
You Speak IRB topic - HRPP & HRPP Plan. 
 

You can find our newsletters here. 
 
IRB Member Continuing Education 
To keep IRB members abreast of regulatory changes, institutional practice, and common regulatory 
concerns, a portion of each IRB meeting is devoted to a continuing education topic.  Recent topics 
have included: Data security classification, international research reminders, and what is FDA 
regulated. 
 
IRB Staff Continuing Education 
As regulations change over time as well as one’s interpretation, it is important to not only cover 
regulatory items on a regular basis but also to check in to ensure that everyone is on the same page 
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in their approach. As part of our weekly staff meeting, a regulatory/continuing education topic is 
covered. Recent topics have included: Secondary data, China’s new data privacy regulation PIPL, U.S. 
data security laws, deception and incomplete disclosure, randomization, capacity to consent, and 
compensation for participation in research, among others.  
 

Updates - September - December 2021 
 
Return to the office 
The IRB office has returned to the office beginning in November 2021. We have embraced a hybrid 
work model - three days in the office and two days working from home with our “anchor” day being 
Tuesday.  Staff have transitioned well to this model – so far, so good. We continue to hold meetings 
with our research community via Zoom, including our IRB meetings as well as staff-led trainings.  
 
FDA Inspection 
The HUA IRB office was subject to a routine inspection as part of the FDA’s Bioresearch Monitoring 
Program (BIMO). The objectives of the BIMO Program are: 1) To protect the rights, safety, and 
welfare of subjects involved in FDA-regulated clinical trials; 2) To verify the accuracy and reliability of 
clinical trial data submitted to FDA in support of research or marketing applications; and 
3) To assess compliance with FDA’s regulations governing the conduct of clinical 
trials. 
 
The inspection lasted five business days. During this time, the entirety of our HRPP as well as the in-
depth review of three FDA regulated studies were inspected. There were no observations, findings, or 
recommendations for our program. 
 
AAHRPP Annual Progress Report 
Can you believe it has been a year since our HRPP received full accreditation from the Association for 
the Accreditation of Human Research Programs (AAHRPP)?  How time flies when you are accredited! 
As part of the requirements of our accreditation, we will be submitting an annual progress report to 
AAHRPP that details what we’ve been up to during the past year as well as our annual accreditation 
fee.  
 
Community Member Outreach  
We have been working with the Harvard Catalyst Community Engagement Program to seek new 
membership for the Community Member positions on our IRB panel. The role of the IRB Community 
Member is integral to the purpose and mission of the IRB as they are truly the “voice” of the 
community that they represent. The Community Engagement Program has been a true partner in this 
effort - we now have two potential Community Members.  
 
Revision to School and Department Distribution 
With the start of our new IRB Administrator, we will soon be shifting some of our established review 
portfolios among staff as well as reducing the review portfolios from our Manager and IRB Reliance 
Administrator.  
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The goal of the revision was to create a more balanced review portfolio for each of the review staff as 
well as to minimize the number of schools and departments that were split among staff. By doing so, 
we can better track incoming distribution in real time as well as provide schools and departments 
with one point of contact.  
 
Regarding the reduction of the review portfolios of our Manger and IRB Reliance Administrator, for 
our Manager, this will result in an increased focus on training opportunities including additional 
research community outreach, additional development, and attention to the training of IRB staff, 
increased oversight of completed reviews and spot auditing, and increased role in the management 
and operations of the IRB panel. For our IRB Reliance Administrator, we will now be able to create a 
more comprehensive quality assurance and quality improvement program, including the 
establishment of a post-approval monitoring program, as well as to expand the resources and 
support of our IRB reliance program. 
 




