
National Institutes of Health (NIH) GCP Training Requirements 

 

Effective January 1, 2017, NIH requires all funded investigators and staff who are 
involved in the conduct, oversight or management of clinical trials be trained in Good 
Clinical Practice (see NIH Policy on Good Clinical Practice Training for NIH Awardees 
Involved in NIH-funded Clinical Trials). This policy applies to all currently funded as 
well as future clinical trials. Investigators are not required to retake GCP training 
during their study (unless required by local regulation or by their sponsor). 

NIH defines a clinical trial as a research study in which one or more human subjects 
are prospectively assigned to one or more interventions (which may include a placebo 
or other control) to evaluate the effects of those interventions on health-related 
biomedical or behavioral outcomes. See https://grants.nih.gov/grants/guide/notice-
files/NOT-OD-15-015.html. 

The individual responsible for the conduct of the clinical trial at a trial site is the 
investigator. If a clinical trial is conducted by a team of individuals at a trial site, the 
investigator is the responsible leader of the team and may be called the principal 
investigator.  

 Individuals, identified by the investigator, who are responsible for study coordination, 
data collection, and data management, are clinical trial staff. Clinical trial staff manage 
participant recruitment and enrollment, maintain consistent study implementation, data 
management, and ensure integrity and compliance with regulatory and reporting 
requirements. These individuals may also seek informed consent from prospective 
participants, enroll and meet with research participants, and collect and record 
information from research participants. Clinical trial staff may also be called the 
research coordinator, study coordinator, research nurse, study nurse or sub-
investigator. 

 GCP training is available for investigators and clinical trial staff through NYU’s CITI 
program. NIDA’s National Drug Abuse Clinical Trials Network also provides good 
clinical practice training here: https://gcp.nihtraining.com/ as does the National Institute 
of Allergy and Infectious Diseases: https://gcplearningcenter.niaid.nih.gov/Pages/default.aspx 

Investigators who choose to take the NIDA or NIAID course will be required to maintain 
their certification. 

If you have any questions about registering for CITI or completing this training, please 
contact Alison Dewhurst at 212 998-2116 or by email at ad105@nyu.edu. 



HOW TO REGISTER AND TAKE THE NYU CITI GCP COURSE 

 

1. Log into your CITI account 

2. At the Main Menu, choose New York University Courses 

3. Scroll down to “My Learner Tools for New York University,” and click on “Add a course.” 

4. Under “Select Curriculum,” answer the questions in this manner: 

Question 1: No 

 

Question 2: Not at this time 

 



 

Question 3: Not at this time 

 

Question 4: Not at this time 

 

Question 5: Please do NOT check anything in this section 

 



 

Question 6: Choose GCP for Clinical Trials with Investigational Drugs/Medical Devices (US FDA Focus) 
and then Click the SUBMIT button 

 

The GCP Course should show under your New York University Courses. Click on the course title to begin. 

 

 

 

 

You will then see the course requirements. You will need to click on “Complete the Integrity Assurance 
Statement” before you will be allowed to take the course. 

 



You will need to complete these modules: 

 

There are also supplemental modules. These are optional:

 

Once you have completed the course, you can obtain a copy of your course completion certificate. The 
NYU Administrator also has access to it. 

 

 


