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Learning Objectives

•Discuss ICH‐GCP & E6(R2) Good Clinical Practice Guidance
•Define the “Players” 
•Review the “Paperwork”, what are essential documents?

•Discuss the three phases of essential documents including specific examples and 
responsibilities of “players”

•Determine which guidance to follow for research study – Code of Federal 
Regulations, ICH‐GCP, or Both?



Why ICH‐GCP? 
NIH policy establishes the expectation that all NIH‐funded 
investigators and staff who are involved in the conduct, 
oversight, or management of clinical trials should be trained in 
Good Clinical Practice (GCP), consistent with principles of the 
International Conference on Harmonisation (ICH) E6 (R2)
Some IRBs now REQUIRE that all research personnel involved in 
clinical research   complete ICH‐GCP training.  (In addition to 
Human Subjects Protection training.)

**E6(R2) – Efficacy 6 Good Clinical Practice**



Who are the “Players” responsible 
for maintaining the “Paperwork” 

Sponsor – a person/entity responsible for initiation, management, 
and financing of a clinical trial

Examples of a sponsor: pharmaceutical company, device   
company, contract research organization (CRO), foundation

Investigator – a person responsible for the clinical trial



The “PAPERWORK” (ICH‐GCP: E6R2)
Essential Documents – those documents which individually and collectively 
permit evaluation of the conduct of a trial and the quality of the data produced. 
These documents serve to demonstrate the compliance of the investigator, 
sponsor and monitor with the standards of Good Clinical Practice and with all 
applicable regulatory requirements.          
3 Phases

1) Before the clinical phase of the trials commences 

2) During the conduct of the clinical trial 

3) After completion or termination of the trial 



Phase 1: Before The Clinical Phase Of The Trials 
Commences 
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Phase 2: During the Clinical Conduct of the Trial
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Phase 3: After Completion or Termination of the Trial
All of the documents identified in Sections 8.2 and 8.3 of E6(R2) should be in the file together with 
the following listed.



Phase 3: After Completion
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Drug Trials vs. Device Trials 
IND

(Investigational New Drug)
IDE

(Investigational Device Exemption)
Investigational Brochure (IB) Instruction for Use (IFU)

Protocol Training Records Didactic Training Records

Drug accountability records
(*including return/destruction)

Device accountability records
(*including return if applicable)

FDA 1572 (Statement of the Investigator) Investigator Agreements

**Safety Letter/Report/DSMC/DSMB**
(BOTH IND + IDE)



References:
ICH‐GCP E6(R2)
https://www.fda.gov/regulatory‐information/search‐fda‐guidance‐documents/e6r2‐good‐
clinical‐practice‐integrated‐addendum‐ich‐e6r1

FDA IND
https://www.fda.gov/drugs/types‐applications/investigational‐new‐drug‐ind‐application

FDA IDE
Investigational Device Exemption (IDE) | FDA

Regulations: Good Clinical Practice and Clinical Trials



Please help us continue our support for clinical and translational research by citing our grant number in relevant publications:
National Center for Advancing Translational Science of the National Institutes of Health Award UL1TR003015/ KL2TR003016.

Questions?

https://www.ithriv.org/
https://portal.ithriv.org

Contact: kaw3j@uvahealth.org


