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UCSF ICH-GCP E6 (R3) Training Bulletin
International Council for Harmonisation (ICH) Good Clinical Practice (GCP)

Summary
The International Council for Harmonisation (ICH) released the revised Good Clinical Practice guideline ICH E6(R3) in January 2025. These revisions reflect current approaches to clinical research, including decentralized models, data governance, quality-by-design, and risk-based oversight. On September 9, 2025, the U.S. Food and Drug Administration (FDA) published the finalized ICH E6(R3) Good Clinical Practice (GCP) guidance in the Federal Register. 
	
Why it Matters
ICH-GCP E6 (R3) applies to interventional clinical trials of investigational products intended to be submitted to international regulatory authorities. At UCSF, when the study sponsor, protocol, clinical trial agreement, or any other study-specific documentation requires adherence with ICH-GCP, then the Principal Investigator (PI) is responsible for ensuring compliance with these guidelines. If unclear if your study is subject to ICH-GCP, confirm with the sponsor.

UCSF ICH-GCP Training Approach
UCSF will integrate these ICH-GCP updates into our existing process through UCSF’s CITI program. 

· UCSF Training Requirement: Researchers and study staff conducting research subject to ICH-GCP requirements must enroll in one of the following CITI courses available through UCSF’s catalogue:
a. ICH E6(R3): An Introduction (1-hour completion): for UCSF personnel who have previously completed a CITI GCP course; or
b. For UCSF personnel who have not completed any GCP training prior to receiving this notice, please complete one of the following updated courses:
· CITI Good Clinical Practice Course (updated Oct. 2025, 3-hour completion)
· GCP for Clinical Trials with Investigational Drugs and Biologics (ICH Focus; updated July 2025, 3-hour completion).
· Note: Researchers and study staff who have already completed one of the updated GCP courses do not need to enroll in the “ICH E6(R3): An Introduction” course for training on the new E6(R3) requirements.
· Sponsor Requirements: Please note that individual research sponsors may require updated GCP training. Faculty and staff are encouraged to check with sponsors to confirm specific expectations. ICH-GCP training requirements may be fulfilled through the courses listed above.
· Timing: Researchers and study staff conducting research subject to ICH-GCP requirements must ensure completion of one of the above courses by January 31, 2026. 
· Renewal Cycle: Researchers and study staff conducting research subject to ICH-GCP requirements must continue to complete GCP training every 3 years through CITI.

 

CITI Instructions
1. Log in (or register if you are a first-time user) with your UCSF credentials on the CITI site.
a. Enter "University of California, San Francisco" as your organization affiliation. 
b. You will be prompted to log in using your MyAccess credentials.
c. Alternatively, you can log into MyAccess, then search for and select "Collaborative Institutional Training Initiative (CITI Program)". Follow the prompts that appear.
2. Under Learner Tools for University of California, San Francisco, click on “Add a course” and select one of the updated GCP courses on Question 2. You must also select “Not at this time/Not applicable” for Questions 1 and 6 before continuing.
a. ICH E6(R3): An Introduction (1-hour completion): for UCSF personnel who have previously completed a CITI GCP course.
b. For UCSF personnel who have not completed any GCP training prior to receiving this notice, please complete one of the following updated courses:
· CITI Good Clinical Practice Course (updated Oct. 2025, 3-hour completion)
· GCP for Clinical Trials with Investigational Drugs and Biologics (ICH Focus; updated July 2025, 3-hour completion).
3. [bookmark: ftnref1]Complete the required modules and any optional modules or courses that are of interest.
[bookmark: _Hlk194609396]Next Steps
· It is the Principal Investigator’s responsibility to ensure that study staff maintain current CITI GCP E6(R3) training.
· No immediate action is required for researchers and study staff who have already completed one of the updated CITI GCP courses.
1. CITI Good Clinical Practice Course (updated Oct. 2025, 3-hour completion)
2. GCP for Clinical Trials with Investigational Drugs and Biologics (ICH Focus; updated July 2025, 3-hour completion).
· The Office of Ethics and Compliance will continue monitoring sponsor and federal guidance related to E6(R3).
· Additional resources and instructions will be shared as implementation progresses through OEC’s webpage. 
Resources
· OEC ICH-GCP Webpage
· ACRP Comparison Table – outlines the key changes between ICH E6(R2) and E6(R3).
· ACRP Resources – the Association of Clinical Research Professionals (ACRP) ICH E6(R3) have prepared webinars, guidance documents, articles, and other handouts to clarify the changes.
· CITI Program – updated GCP training modules reflecting E6(R3) are now available.
Questions
For more detailed information, please refer to the full ICH-GCP E6 (R3) guideline document or contact the Office of Ethics and Compliance Regulatory Support Unit.
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Lorem 1psum dolor sit amet

Consectetuer adipiscing elit, sed diam nonummy nibh euismod tincidunt ut laoreet dolore
magna aliquam eret volutpat. Ut wisi enim ad minim veniam, quis nostrud exerci tation
allarncorper suscipit lobortis nial ut aliquip ex ea commodo consequat.

Duis autern vel eum iri ure dolot in hendrerit in vulputate velit esse molestie consequat, vel illum
dolore eu feugiat nulla facilisis at vero eros et accumsan et iusto odio dignissim qui blandit
praesent luptatum zzril delenit augue duis dolorete feugait nulla facilisi. Lorem ipsum dolor sit
amet, consectetuer adipiscing elit, sed diam nonummy nibh euismod tincidunt ut laoreet dolore
magna aliquam eret volutpat.

Ut wisi enim ad minim veniam, quis nostrud exerci tation allarncorper suscipit lobortis nial ut
aliquip ex ea commodo consequat. Duis autern vel eum iri ure dolot in hendrerit in vulputate
velit esse molestie consequat, vel illum dolore eu feugiat nulla facilisis at vero eros et accumsan
et iusto odio dignissim qui blandit praesent luptatum zzril delenit augue duis dolorete feugaiti.

Lorem ipsum dolor sit amet, consectetuer adipiscing elit, sed diam nonummy nibh euismod
tincidunt ut laoreet dolore magna aliquam eret volutpat.

Duis autern vel eum iri ure dolot

Ut wisi enim ad minim veniam, quis nostrud exerci tation allarncorper suscipit lobortis nial ut
aliquip ex ea commodo consequat. Duis autern vel eum iri ure dolot in hendrerit in vulputate
velit esse molestie consequat, vel illum dolore eu feugiat nulla facilisis at vero eros et accumsan
et iusto odio dignissim qui blandit praesent luptatum zzril delenit augue duis dolorete feugait
nulla facilisi.

Consectetuer adipiscing elit, sed diam nonummy nibh euismod tincidunt ut laoreet dolore
magna aliquam eret volutpat. Ut wisi enim ad minim veniam, quis nostrud exerci tation
allarncorper suscipit lobortis nial ut aliquip ex ea commodo consequat.

Duis autern vel eum iri ure dolot in hendrerit in vulputate velit esse molestie consequat, vel illum
dolore eu feugiat nulla facilisis at vero eros et accumsan et iusto odio dignissim qui blandit
praesent luptatum zzril delenit augue duis dolorete feugait nulla facilisi. Lorem ipsum dolor sit
amet, consectetuer adipiscing elit, sed diam nonummy nibh euismod tincidunt ut laoreet dolore
magna aliquam eret volutpat.
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