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Greetings IRB Members!
Please read below for current updates on the
SJH Human Research Protection Program.

Important Updates
HRPP/IRB Updates
Right To Try Act
On May 29, 2018, the Right to Try Act was passed into law. The act establishes a new avenue
for patients to access investigational drugs outside of clinical trials or other existing expanded
access pathways. Patients must have a life-threating condition, exhausted approved
treatment options, and be unable to participate in a clinical trial. Drugs must have completed
Phase 1 testing. The act differs from existing law in that treatment provided under the act is
exempt from human subject protection and IRB regulations (21 CFR 50 and 56) as well as the
bulk of IND regulations. FDA has yet to issue guidance regarding the act, and until such
guidance is issued it remains unclear how the act will be implemented. The SJH HRPP is in
the process of evaluating institutional requirements for compliance with the Right to Try Act
and will advise when there are further developments. In the meantime, should you have any
questions regarding the act, please contact Adam Pucci at adam.pucci@stjoe.org for
guidance.
For additional information about the Right to Try Act, please see the attached summary
developed by Clinical Research Pathways.
FDA’s statement on the Right to Try Act can be found here:
https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm609258.htm

"The beautiful thing about learning is that no one can take it away from you."

— B.B. King

HRPP/IRB Updates
Revised Common Rule Delayed, Again
On June 18, 2018, the Department of Health and Human Services (DHHS) announced
another delay to implementation of proposed revisions to the “Federal Policy for the
Protection of Human Subjects” (also known as the Common Rule) which were initially set to
go into effect on July 19,2018. The new effective date for the revised rule is January 21,
2019.
During the delay period, DHHS is allowing implementation of three provisions of the revised
common rule on a protocol-by-protocol basis at the discretion of the institution. The three
provisions are: (1) the revised definition of “research,” which deems certain activities not to
be research; (2) the allowance for no annual continuing review of certain categories of
research; and (3) the elimination of the requirement that institutional review boards review
grant applications or other funding proposals related to the research. Since the FDA is not a
party to the Common Rule, these provisions would only be applicable to research that is not
subject to FDA regulations. In general, the SJH HRPP does not intend to implement the
three provisions during the delay period for non-FDA regulated research; however, the SJH
HRPP will reserve the right to implement the provisions for individual protocols at the
discretion of the HRPP Manager.
The decision to refrain from implementing the provisions at this time is based, in part, on
the minimal impact to the SJH IRB portfolio (which consists largely of FDA-regulated
research) and due to the limited time available to develop and execute revised policies and
procedures to address a significant regulatory change. The HRPP Office will focus its efforts
on preparing the SJH IRB and ministries for compliance with the revised common rule in its
entirety in January 2019, assuming DHHS does not announce further delays. In the
meantime, should you have any questions regarding the revised common rule, please
contact Adam Pucci.

Seeking IRB Member
We are still actively seeking a member living in the community of one of our ministries with
a non-scientific background, and who is unaffiliated with SJH, to join SJH IRB Committee
#2 as a voting member. If you know of an individual who meets this criteria and is
interested in serving on the SJH IRB, please put this individual in touch with Adam Pucci.

"He who has health, has hope; and he who has hope, has everything."

— Unknown

