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	FAQ: Good Clinical Practice Training 



Beginning January 1, 2017, all principal investigators and clinical trial staff conducting new or ongoing NIH-funded clinical trials are required by NIH to complete training in Good Clinical Practice. 
What IS Good CLINICAL practice?
GCP (sometimes referred to as ICH-GCP) is an international ethical and scientific quality standard for the design, conduct, performance, monitoring, auditing, recording, analyses and reporting of clinical trials. It also serves to protect the rights, integrity and confidentiality of trial subjects.
Following ICH-GCP is a legal obligation in other countries. The principles of GCP are incorporated into FDA guidance.
Why is NIH requiring the training?
To help assure the safety, integrity, and quality of clinical trials. 
NIH encourages researchers to follow GCP principles as best practice, but does not currently require that clinical trials comply with GCP principles.
Who needs to complete training? 
The principal investigator (PI) and clinical trial staff for all ongoing or new NIH-funded clinical trials. 
Clinical trial staff includes anyone responsible for study coordination, data collection and data management. These are typically research coordinators, study coordinators, research nurses, study nurses, or sub-investigators
Clinical trial staff primarily: 
· ensure integrity and compliance with regulatory and reporting requirements
· manage data
· manage participant recruitment and enrollment 
· seek informed consent from prospective participants 
· enroll and meet with research participants
· collect and record information from research participants 
Who identifies which clinical trial staff need training?
The principal investigator is responsible for identifying for each trial which members of the team meet the criteria above.
When does training need to be completed?
After January 1, 2017 researchers should have completed or be taking steps to complete the training.  
For new clinical trials, the PI will be required to provide confirmation that all team members have completed training as part of the NIH Just-in-Time grant award process.
For existing clinical trials, the PI will be asked to provide confirmation of training at the time of the next Research Performance Progress Report (RPPR). 
Who documents and confirms that training is complete?
Researchers, clinical trial staff and their departments must maintain documentation that training has been completed. 
At the Just-In-Time (JIT) stage, the Office of Sponsored Programs (OSP) requires a statement from the Principal Investigator that all staff subject to the GCP training requirement have completed the training.  OSP will not be request completion records.  Sponsor specific requirements may vary, therefore the PI should be prepared to provide dates of training completion for each individual if the sponsor requires this detail.
At the research performance progress report (RPPR) stage, the PI’s completion and approval of the eGC1 for the RPPR reflects that the assurance made in the progress report about training completion is current and accurate.  
Where can researchers obtain training?
Many organizations provide GCP training which varies significantly in quality. Some training advertised as GCP may not meet the requirements outlined by NIH. Acceptable GCP courses must address the Principles of ICH GCP found in Section 2 of ICH E6 and must provide documentation that the training has been completed.  The following training options have been confirmed as acceptable for meeting these requirements at the UW:
a. CITI Web-Based GCP Training available at https://www.citiprogram.org/
i. This course is designed for researchers working with drugs and biologics
b. Any GCP training offered by The National Institutes of Health, which currently includes: 
i. The NIAID GCP Learning Center at http://gcplearningcenter.niaid.nih.gov
1. This course is designed for NIAID sponsored research, however is suitable for researchers of all disciplines
ii. NIDA Clinical Trials Network GCP Course at https://gcp.nidatraining.org/ 
1. This course is designed for NIDA CTN research, however is suitable for researchers of all disciplines

iii. NCATS GCP Course hosted by the Society of Behavioral Medicine at http://www.sbm.org/training/good-clinical-practice-for-social-and-behavioral-research-elearning-course 
1. This course is designed specifically for social and behavioral researcher
c. Workshops and Conferences co- sponsored by the FDA
i. The FDA occasionally partners with professional clinical research organizations to provide GCP training. More information is available at http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/EducationalMaterials/ucm112925.htm
d. Any TransCelerate recognized course 
i. TransCelerate is a non-profit designed to facilitate collaboration across biopharmaceutical companies. Researchers who have obtained training through industry partners may to use that training to meet NIH’s requirements, if it has been recognized by TransCelerate. TransCelerate maintains a list of GCP training offered by member companies which meets minimum requirements. This list is available at http://www.transceleratebiopharmainc.com/gcp-training-attestation/
e. While HSD strongly recommends that researchers complete one of the trainings above, HSD can assess whether GCP training from other sources meets NIH requirements. To request this assessment email hsdinfo@uw.edu with information about the training.
How long does training take? 
Courses vary in length. Online options typically take about 4 hours to complete and can be done over the course of several sittings.
Is a refresher required?
Yes. GCP training must be refreshed at least every three years.
Where can I look up training completion records?
UW MyResearch Training Transcript displays records of completed training.  CITI GCP course training transcript records by individual will be available in this UW system by spring 2017:  https://myresearch.washington.edu/training/transcript/
If you have completed training via CITI, you can obtain a copy of your completion certificate by logging in to your account on the CITI website. Individuals need to login to their own account in order to download their own certificate. CITI does not provide other users with access to this information: https://www.citiprogram.org/
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