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Still a Muddle, OHRP Promises to Clarify sIRB Issues—But Not When

By Theresa Defino

Among the many challenges facing universities and others that conduct research that falls under the Common

Rulelllis how to handle two related sets of requirements and deadlines—one imposed by the rule itself and the
other by NIH. But information that might help clear up some questions will be forthcoming, Jerry Menikoff,
director of the HHS Office for Human Research Protections (OHRP), recently promised. However, he couldn’t say
when that would be.

Menikoff made his pledge at a meeting of the Secretary’s Advisory Committee on Human Research Protections
(SACHRP) on Oct. 16.[21 Also at the meeting, SACHRP approved recommendations that address pay-for-play
studies. 31

Specifically, both NIH and the revised Common Rule mandated that “cooperative” research involving two or
more U.S. sites utilize a single institutional review board (sIRB). NIH went first, issuing its final policy in June

2016 with a compliance date of May of the following year 141

Implementation Marked by Delays

NIH’s action came despite strong opposition from the research community, including from SACHRP, which

argued that a mandate wasn’t the best way to go and that encouraging voluntary adoption was enough 151

Further complicating the situation was the fact that, when issued in draft form, the revised Common Rule had a
similar requirement that wouldn’t go into effect until much later than NIH’s [61

After a series of delay’s, NIH’s mandate went into effect Jan. 25, 201812

Meanwhile, the final Common Rule published on Jan. 19, 2017—with just two days left in the Obama
administration—established Jan. 19, 2018, as the general effective and compliance dates for all provisions except
the sIRB requirement. That effective date for the sIRB mandate was set at Jan. 20, 2020—and it remains so

today 8l

Compliance with the balance of the Common Rule provisions was also subject to changing deadlines. In June of
2018, a final rule established Jan. 21, 2019, for all but the sIRB provisions to be in effect for newly approved

research.[2l

As if this situation wasn’t confusing enough, the two sIRB requirements aren’t the same. NIH’s, which is
currently in effect, is narrower than the Common Rule’s. Further, the situation is made more complex by still-
lingering uncertainty surrounding some studies that fall, as SACHRP Chair Stephen Rosenfeld put it, into the
‘“gap year” between compliance with all the general requirements and the sSIRB mandate.

This latter issue was first raised publicly in May when the Council on Governmental Relations (COGR) and other

Copyright © 2024 by Society of Corporate Compliance and Ethics (SCCE) & Health Care Compliance Association (HCCA). No claim to original US
Government works. All rights reserved. Usage is governed under this website’s Terms of Use.

-1-


https://compliancecosmos.org/report-research-compliance-volume-16-number-11-november-01-2019
https://compliancecosmos.org/still-muddle-ohrp-promises-clarify-sirb-issues-not-when
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://compliancecosmos.org/#footnotes
https://www.hcca-info.org/terms-use
https://www.hcca-info.org/terms-use

groups shared a letter they had written to Menikoff{101

The groups noted that OHRP staff “have recently suggested in email correspondence...that cooperative research
studies subject to the 2018 requirements (beginning on or after Jan. 21, 2019) are required to come into
compliance beginning Jan. 20, 2020, such that studies that have already been approved by local IRBs and may be
ongoing would need to be identified, paused, and undergo a new single IRB review.”

No previous statements by OHRP have indicated that “multisite studies initiated after the general compliance
date” would have to “be transitioned to a single IRB review by the cooperative research provision compliance
date,” the letter said. The groups requested that OHRP and the Common Rule agencies “expeditiously address
this issue.”
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