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Increasing the Efficiency of GCP Training  
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What is Good Clinical Practice (GCP)? 

• An international standard for the design, conduct, 

performance, monitoring, auditing, recording, 

analyses, and reporting of clinical trials.   

• Goal is to assure the protection of the rights, 

integrity, and confidentiality of clinical trial 

participants and to assure that the data and 

reported results are credible and accurate. 
 

ICH E6 Good Clinical Practice: Consolidated Guidance:  

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf  
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What Are FDA’s Expectations for  

GCP Training? 

• FDA’s regulations for clinical trial conduct address 

both GCP and human subject protection (HSP) 

• FDA’s regulations do not specifically address GCP 

training 

• Sponsors are responsible for selecting 

investigators qualified by training and experience 

– 21 CFR 312.53(a) 

– 21 CFR 812.43(a) 
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What Are FDA’s Expectations for  

GCP Training? 

• FDA’s regulations do not specify the minimum 

qualifications of an investigator   

• FDA Guidance on “IRB Responsibilities for 

Reviewing the Qualifications of Investigators, 

Adequacy of Research Sites, and the 

Determination of Whether an IND/IDE is Needed” 
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM328855.pdf 
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Additional Training Requirements 

• Other parties may have their own specific GCP 

training requirements 

– Sponsors 

– IRBs 

– Institutions 
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Most Common CI Deficiencies 
 

• Failure to follow the investigational plan and/or 

regulations  

• Protocol deviations  

• Inadequate recordkeeping  

• Inadequate accountability for the investigational 

product  

• Inadequate communication with the IRB  

• Inadequate subject protection – failure to report AEs 

and informed consent issues 
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/ucm261409.htm 
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Conclusion 

• GCP is important to the conduct of clinical trials 

• FDA does not have specific GCP training 

requirements but sponsors/IRBs/institutions may 

have their own requirements 

• Common CI deficiencies relate to the 13 key 

elements defined in CTTI GCP Training project 
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Increasing the Efficiency of GCP Training  

 

Recommendations  

From the 

Clinical Trials Transformation Initiative 

 
Pamela Tenaerts, MD, MBA 

Executive Director, CTTI 
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The Clinical Trials Transformation Initiative 
 

www.ctti-clinicaltrials.org 



Clinical Trials in Crisis 

The changing structure of industry-sponsored 

clinical research:  pioneering data sharing and 

transparency. 
Kuntz RE. 



To identify and promote practices that will 

increase the quality and efficiency 

of clinical trials 

Public-Private Partnership  

involving all stakeholders 

70+ members 
 

Addressing This Need 



CTTI Membership 

 



Change 

Stakeholder consensus 

Evidence 

Recommendations 

 Solutions 

Issues in 
clinical trials 

Better, Streamlined, 

Fit for Purpose 

Clinical Trials 

 



GCP Training 

Improving the efficiency and reducing the cost of clinical trials 

by streamlining the GCP training requirements 

 



GCP Training: Introduction 

• The goal of GCP is to protect the rights and safety of study 

participants and the quality of study results.  

• All investigators involved in clinical research complete GCP training   

• Investigators who participate in clinical trials with more than one 

sponsor often complete GCP training multiple times due to sponsors’ 

practices to comply with regulations 



CTTI Recommendations 

• The 13 elements from the investigator section of the ICH E6 Good Clinical Practice 

Consolidated Guidance.  

– Other training topics may be considered if needed, depending on the nature and 

scope of proposed research 

• GCP training programs should provide a framework for clinical research conduct 

– Training programs should emphasize topics that are: 

• Outside the scope of medical practice (e.g., safety reporting, IRB review, 

research informed consent)  

• Areas of recurring non-compliance 

– Avoid redundancy of topics covered in protocol-specific training 

– More advanced and role-based GCP training should be considered for those who 

have completed initial GCP training. 

 

 * The Working Group reviewed the ICH E6 GCP Guidance and has identified 13 key elements 

to include in a GCP training program. Except for a few modifications, these 13 key elements 

were also referenced by TransCelerate’s site qualification and training initiative. 

 

Key Elements of GCP Training 



CTTI Recommendations 
Training Frequency  

• GCP training is recommended to occur at a minimum of every 3 years.  The 
frequency of training should be sufficiently flexible to accommodate different 
experience levels, gaps in training, etc., and should not be the same course 
every time 

• The training should be mutually accepted across organizations so that 
trainees may qualify for the time period without needing retraining for each 
new trial or sponsor 

 

 Format of GCP Training 

• There are no specific recommendations on format. 

• An online format may be the most practical to impart GCP training 

 

Evidence of Training Completion:  

• Satisfactory completion of a training program (such as a certificate, test 
score, or other formal confirmation of training received) should be 
documented.  



GCP Training: Project Goals 

• Gather information about current practices 

in GCP training with a US focus  

• Facilitate discussion of strategies to 

reduce the burden of redundant GCP 

training 

• Develop recommendations to facilitate a 

more efficient GCP training process 



Data Collection:  
– Literature reviews   

– Review of some common training programs 

within academic, public, and private sectors 

– Discussions with other initiatives with similar 

goals  

Project team meetings:  
– A multi-stakeholder group of CTTI members share and discuss 

available information 

– Identify impediments/issues with current practices regarding GCP 

training  

– Summarize findings 

– Discuss solutions 

– Draft recommendations 

Expert Meeting:   
– Facilitate an informed discussion of the current practices and challenges with a group of experts who impart, receive and 

benefit from GCP training.   

– Top issues and solutions were discussed in moderated sessions 

Deliverable :  Summary of current practices and issues, and a recommendation on the essential GCP 

elements, including future approaches for more efficient GCP training (Such as frequency,  testing  for competency, and 

format of training) 

GCP Training Project 



These recommendations  

• Based on results from the GCP Training Project 

  

• Aimed at investigator training, though some 

areas may apply to training of other site 

personnel 

 

• Approved by CTTI’s Executive Committee 

http://www.ctti-clinicaltrials.org/what-we-do/study-start/gcp-training
http://www.ctti-clinicaltrials.org/what-we-do/study-start/gcp-training
http://www.ctti-clinicaltrials.org/who-we-are/organizational-structure/executive-committee
http://www.ctti-clinicaltrials.org/who-we-are/organizational-structure/executive-committee
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GCP Training: Impact 

By identifying the essential principles for GCP 
training and the optimal frequency for refresher 
training, we anticipate that 

• Sponsors will streamline their approach to 
GCP training to ensure investigators are 
qualified to conduct the clinical trial 

• Investigators will no longer be burdened with 
multiple and repetitive time-consuming GCP 
training processes  



GCP Training Project Team 

Jamie Arango (CITI) 

Tina Chuck (North Shore-LIJ 

Health System) 

Susan Ellenberg (U Penn) 

Bridget Foltz (FDA-OGCP)  

Colleen Gorman (Pfizer) 

 
Heidi Hinrichs (St Jude) 

Susan McHale (AZ) 

Stephanie Shapley (FDA-OMP) 

Jonathan Seltzer (ACRP & ACI) 

Kunal Merchant (CTTI, PM) 

Megan Chobot 

Amy Kendrick 

Literature review  conducted by: 

Evidence Synthesis Group, Duke Clinical Research Institute  

Gillian Schmidler  

Liz Wing 



More  ≠  Better  



Subscribe to CTTI’s email list: http://bit.ly/1xVd0ID 

Visit CTTI’s website: http://www.ctti-clinicaltrials.org 
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Connect with CTTI 

http://bit.ly/1xVd0ID
http://bit.ly/1xVd0ID
http://bit.ly/1xVd0ID
http://www.ctti-clinicaltrials.org
http://www.ctti-clinicaltrials.org
http://www.ctti-clinicaltrials.org
https://www.linkedin.com/company/clinical-trials-transformation-initiative-ctti-
https://twitter.com/CTTI_Trials
https://www.facebook.com/CTTI.ClinicalTrials
https://vimeo.com/ctti/videos


Michael Koren, MD, FACC, CPI 

 

CEO and Director 

Jacksonville Center for Clinical Research 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Gretchen Wild, MBA, MHA 

 

Director, Clinical Research Operations 

St. Jude Medical 
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QUESTIONS? 
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Thank you! 
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