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What is AAHRPP & Why  Was It 
Founded ?



COI Disclosure

AAHRPP consulting:
– serve as a Step 1 Reviewer
– serve as a Site Visitor for initial & re-accrediations



20th Anniversary 2000-2020

https://www.aahrpp.org/

https://www.aahrpp.org/


AAHRPP Process

Step 1:  submit SOPs. Checklists, templates, etc

Step 2:   site visit team visits in person or via 
zoom for 2+ days of interviews with researchers, 
IO, leadership, staff, IRB members

Goal:  how does the institution protect research 
subjects, what guidelines are used and do you 
do what you said you do in your SOPs?



Pre-2000

• Most IRB Offices very small part-time staff
• Often SOPs existed in the head of the IRB 

Chair
• No written guidelines
• Everything done on paper and in multiple 

copies
• Only primary reviewer got a paper copy of the 

protocol, other upon request 



Research Design World Shift 

Then--1974 Now

45CFR46

Revised
Common

Rule



History that prompted the need for 
accreditation

• Series of Inspector General Reports in late 
1990s

• Serious Adverse Events/non-compliance

• NIH Office of Protection from Research Risks 
(OPRR) shutdowns of several prominent 
programs  1999-2000





Jesse 
Gelsinger 

(1999)

18-year-old 
with mild OTC 

deficiency



Conflicts of Interest
• Genovo owned patent on the adenovirus vector
• Genovo provided 20% of the annual research budget for 

Institute for Human Gene Therapy (IHGT) of University of 
Pennsylvania

• James Wilson (the PI on the OTC trial) was founder and 30% 
shareholder in Genovo

• Genovo had exclusive rights to develop Wilson's research into 
commercial products

• University of Pennsylvania held 5% equity in Genovo



Ellen Roche 
(2001)

Healthy 
Subject on 
an Asthma 

Study 





FDA Audit Findings @ Hopkins

"… an investigation into the death of a healthy volunteer…"

– "You failed to submit an IND…"

– "You did not supply adequate animal toxicity data"

– "You failed to submit a summary of previous human studies"

– "…you failed to promptly report unanticipated problems…"





Most Common Investigator Violations

• Failed to retain records 

• Failed to notify the IRB of AEs

• Failed to report AEs to the sponsor 

• Inadequate informed consent form 

DHHS OIG report: FDA Oversight of Clinical 
Investigators (June 2000)



Most Serious Investigator Violations

• Enrollment exceeded protocol or IRB limit

• Did not conduct required evaluations related to safety 
assessments

• Violated clinical hold

• Submitted false information to the sponsor

• Used unapproved product without IND

DHHS OIG report: FDA Oversight of Clinical 
Investigators (June 2000)



Research Integrity Remains a priority



Our Mission, Vision, and Values 

The Association for the Accreditation of Human Research Protection Programs, 
Inc. (AAHRPP) promotes high-quality research through an accreditation process 
that helps organizations worldwide strengthen their human research 
protection programs (HRPPs). 
An independent, non-profit accrediting body, AAHRPP uses a voluntary, peer-
driven, educational model to ensure that HRPPs meet rigorous standards for 
quality and protection. To earn accreditation, organizations must provide 
tangible evidence—through policies, procedures, and practices—of their 
commitment to scientifically and ethically sound research and to continuous 
improvement. 
As the "gold seal," AAHRPP accreditation offers assurances—to research 
participants, researchers, sponsors, government regulators, and the general 
public—that an HRPP is focused first and foremost on excellence. 



The HRPP Puzzle
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These books are available online from the UNC Library. 
You will need to log in with your ONYEN and password. 

Click on the book image to go directly to the library.

https://auth-lib-unc-edu.libproxy.lib.unc.edu/ezproxy_auth.php?url=http://search.ebscohost.com.libproxy.lib.unc.edu/login.aspx?direct=true&db=nlebk&AN=2757075&site=ehost-live&ebv=EK&ppid=Page-__-1
https://auth-lib-unc-edu.libproxy.lib.unc.edu/ezproxy_auth.php?url=http://search.ebscohost.com.libproxy.lib.unc.edu/login.aspx?direct=true&db=nlebk&AN=2692090&site=ehost-live&ebv=EK&ppid=Page-__-1
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