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Measures of Efficiency 

Metrics Summary 
Table 1 and Graph 1 represent staff review time (in calendar days) for studies (according to type of review) that were completed by the IRB staff as 
compared to overall review time for Calendar Year 2023 to date (January 2023 to November 2023). Table 2 and Graph 2 are the same comparison; 
however, they represent metrics for Calendar Year 2022 (January 2022 – November 2022). 
 
Please note that while the IRB provides many types of reviews and determinations, only the most common are included here. 
 
The review time for a submission is calculated as the time that a submission enters our e-submission system, ESTR (Electronic Submission, Tracking, 
and Reporting), until the time that a determination is made. Any study’s time-to-completion may be affected by the time taken by the IRB, or the 
time taken by the study staff, by the type of review (e.g., convened IRB review takes longer as there is only one meeting per month), or by the 
difficulty of the submission (e.g., a modification that involves substantial changes to an IRB submission versus a modification to add a study team 
member).  
 
Please see next page → 
 
 
 
 
 
 
 
 
 
 
 





 

 
Table 2 
 

 
 
Graph 2 
 

 
 
 
 
 
 
 

Jan-22 Feb-22 Mar-22 Apr-22 May-22 Jun-22 Jul-22 Aug-22 Sep-22 Oct-22 Nov-22
IRB Total IRB Total IRB Total IRB Total IRB Total IRB Total IRB Total IRB Total IRB Total IRB Total IRB Total

Expedited 16 57 6 35 15 49 12 35 11 44 16 61 18 54 24 76 21 69 13 53 25 76
Exempt 7 21 9 25 6 18 4 19 4 19 9 28 8 24 9 36 14 38 10 29 10 26
NHSR 9 21 10 27 6 9 4 8 4 15 14 24 2 5 5 12 4 8 5 12 3 8
Expedited 4 10 3 7 2 6 2 9 3 12 2 5 3 7 4 8 4 9 5 15 4 9

IRB Staff Review Time versus Total Review Time CY22





 

 
Table 4 represents the IRB’s completion rate for Calendar Year 2023. Please note that the numbers represented here only comprise initial 
submissions in any given month and do not include follow-on submissions such as modifications or continuing reviews.  

As an example, in July 2023, the IRB office received a total of 81 initial submissions. Of those 81 submissions, 46 received a determination or 
approval by month’s end while 35 submissions were at some point in the review process1.   

Please see next page → 
 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
1 Clarifications requested (the submission has received review and has been sent to the research team); Pre-review (the submission has either not started review 
or is back from the research team and is now under review by IRB staff); or Modifications required (the submission has been sent to the research team and is in a 
state where there are outstanding items that are needed such as a reliance agreement or data security review) 









 

 
IRB Newsletter 
Topics for this quarter’s newsletters included the following: 
 

• The October edition of our monthly newsletter focused on training resources to help orient new researchers and members of the Harvard 
community. These included:   

o Human Subjects Protection Training—A summary of training requirements and options 
o URTP Training Dates for undergraduate researchers  
o Training Documentation in ESTR—An explanation of how training is tracked with IRB applications 
o University Administrator Resources by Role for our friends assisting with data safety, fCOI, and more 
o Do You Speak IRB?—Human Subjects Research, as the training requirements apply to those conducting such research  

 
• The November edition of our monthly newsletter included:  

o Do You Speak IRB?: Ancillary Review 
 Faculty Sponsor Assurance, 
 Data Safety Reviews, and  
 Provostial Review 

 
• The December edition of our monthly newsletter included:  

o Winter Recess Reminders 
o 6 Tips for Speeding Up a Review 
o Do You Speak IRB?: Identifiability 

 
The IRB newsletter archive may be found 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 focused on orienting IRB members to changes made in response to our August 2023 
AAHRPP site visit and subsequent report. IRB members reviewed revisions to the SOPs related to IRB meeting preparation and minutes while also 
refreshing on existing SOPs for quorum and member expertise.   
 
 
 



 

 
IRB Staff Continuing Education 
As regulations change over time, 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 in their approach. As part of our weekly staff meeting, a regulatory/continuing education topic is covered. Recent topics focused 
on orienting IRB staff to changes made in response to our August 2023 AAHRPP site visit and subsequent report. IRB staff reviewed revisions to the 
SOPs related to IRB meeting preparation and minutes, financial conflicts of interest, and institutional conflicts of interest. Other topics included 
case studies of education research, the regulatory criteria for approval and electronic consent, and AI in human subjects research.  
 
Research Participant Community Outreach 
 
HUA IRB Website  
The HUA IRB offers materials for the research participant community, including a Participants Bill of Rights. For the period from September 1 
through November 30, 2023, our “For Participants” website had about 222 visitors with 328 page views. The Bill of Rights did not appear in our top 
25 visited pages.  
 
Other Initiatives 
As outlined in the September 2023 Report of Operations, our HRPP has established participant outreach as a guiding goal for this academic year. At 
that time committee members were offered the opportunity to speak to their School’s concerns to this effect, and were reminded to contact the 
IRB with any community outreach opportunities.  
 
Beginning with this Report, we have expanded the training and outreach section to include a dedicated space for Research Participant Community 
Outreach. Here the IRB can report on the “For Participants” page as well as any outreach activities that have occurred. These revisions allow for a 
more regular, ongoing evaluation and discussion of the HRPP’s participant outreach activities to supplement the annual evaluation that occurs at 
the end of every calendar year.  
 
IRB staff have begun discussing participant outreach activities during staff meetings. Staff highlighted how the Bill of Rights may be require revision 
or an alternative version so that information is more geared toward non-clinical research. Staff also discussed partnering with campus study pools, 
like the Psychology Study Pool, to offer participant rights information as new members join the pool or during annual re-screening.  
 
 
 
 
 



 

 

Updates – Quarter 2 
 
Re-Accreditation Report (September and October 2023) 
As summarized at the September meeting, AAHRPP site visitors noted several strengths of our human research protection program: department-
based distribution, which allows for relationships between IRB staff, researchers, and the kind of research they do; the rigor of our training 
program for IRB staff, IRB members, and the research community; institutional safeguards like Provostial and Data Safety reviews; and an overall 
appreciation from researchers for how the IRB approaches its review of social and behavioral research, emphasizing how our process and 
documents fit for their research.   
 
Site visitors also shared areas for improvement. These include how institutional and financial conflicts of interest are reported to the IRB, how the 
division of responsibilities are noted in reliance agreements, and some specific regulatory decisions made by the Convened IRB. A final report 
prepared by AAHRPP was sent to IRB staff at the end of September and included all site visitor observations they shared at the end of the visit.  
 
IRB staff prepared a response to AAHRPP in October to address the areas of concern. This explained how our HRPP intended to address the 
observations in three areas: policy/procedures changes, training/education, and monitoring. Our existing processes did not require substantial 
revision in result of AAHRPP’s report, and no new SOPs were created. Education of IRB staff and members is complete. AAHRPP has confirmed 
receipt of the response and has not followed up with any questions. We await the determination of the AAHRPP Council on Accreditation.  
 
 

 
 
 




