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'JCHHARMONISED GUIDELINE GOOD CLINICAL PRACTICE (GCP) E6(R3). Draft version Endorsed on 19
May2023. Currently under public consultation

“hitps://database.ich.org/sites/default/files/E6 _R2 _ Addendum.pdf
*hittps://database.ich.org/sites/default/files/ICH _ E6%28R3%29 _ DraftGuideline _ 2023 _0519 pdf
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45 CFR §46.109. (IRB review of research)®

—

)(1) Unless an IRB determines otherwise, continuing review of research is not required in the following circumstances:

i) Research eligible for expedited review in accordance with §46110;

i) Research reviewed by the IRB in accordance with the limited IRB review described in §46104(d)(2)(i), (d)@)H)(C), [d)(7), or ([d)(8);

i) Research that has progressed to the point that it involves only one or both of the following, which are part of the IRB-approved study:
(A) Data analysis, including analysis of identifiable private information or identifiable biospecimens, or

—~ o~

(B) Accessing follow-up clinical data from procedures that subjects would undergo as part of clinical care.
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*45CFR §46.109 IRB review of research. unless an IRB determines otherwise, continuing review of research is not required in the following circumstances: (i), (i), (i)
*The Rationale for Modernizing the Common Rule, Executive Summary Purpose of the Regulatory Action, Federal Register / Vol. 82, No. 12/ Thursday,

®January 19,2017/ Rules and Regulations. https://www.govinfo.gov/content/pkg/FR-2017-01-19/pdf/2017-01058 pdf

2019 #xi Common RuleS AHESI 1 Qli= 012 HEIEET |2 207) 7|2H0|CH https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html

®Common Rule. §46.101 To what does this policy apply?, hittps://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-
text/index.html

°Guidance for IRBs, Clinical Investigators, and Sponsors IRB Continuing Review after Clinical Investigation Approval
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Revised Common Rule (Jan. 21, 2019)

An IRB shall conduct continuing review of research covered by these
regulations at intervals An IRB shall conduct continuing review of research
covered by these regulations at intervals appropriate to the degree of risk, but
not less than once per year, and shall have authority to observe or have a third
party observe the consent process and the research®.

Under 21 CFR 56108(a)(2) and 56109(f), the IRB must determine the frequency

of continuing review for each clinical investigation to ensure the continued
protection of the rights and welfare of research subjects’.

For new studies determined to qualify for exempt or
limited IRB review under the revised Common Rule,
continuing review requirements do not apply.

Continuing Review for existing and ongoing studies
approved prior to January 21, 2019 (pre-2018 Common
Rule)
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21CFR56. IRBreview of research.

" Guidancefor IRBs, Clinical Investigators, and Sponsors IRB Continuing Review after Clinical Investigation Approval (Feb. 2012)

"2 https//www.konect.orkr/kr/pages/participate/localClinicalStatus.do
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