TEMPLATE INSTRUCTIONS

Below is sample text to be used when drafting training certification letters. Refer to the Training Certification Letters templates when composing such letters.

The examples below illustrate the format and level of detail to provide to NIH when certifying that key personnel have completed required human subjects and Good Clinical Practice training. This text provides examples only and should be customized to describe the actual training completed by each individual. A PDF document including this text can then be uploaded into the Commons, or the text can be included in a cover letter to be signed by Mark Boyer (if JIT is being submitted via email).
SAMPLE TEXT

Investigators and key personnel responsible for the design, conduct, or reporting of research have received training on the protection of human subjects in research.
Dr. A and Dr. B attended a two-hour tutorial. Content includes history and ethics, ethical principles, regulatory oversight, informed consent, risk-benefit evaluations, equitable selection of subjects, and case studies in research ethics. Participants receive a copy of the Belmont Report and the federal regulations for the protection of human subjects (45 CFR 46).

Dr. C completed CITI, a web-based tutorial. Content modules include (For Biomedical Research Trainees) history and ethics, regulatory overview, informed consent, records-based research, genetics research, vulnerable subjects, FDA-regulated research; or 

Dr. D completed CITI, a web-based tutorial. Content modules include (for Social Behavioral Research Trainees) history and ethics, regulatory overview, assessing risk, informed consent, privacy and confidentiality, research with prisoners or children, research in public schools, international research, internet-based research.
Drs. E, F and G completed the Office for Human Research Protections (OHRP) Investigators 101 Training CD-ROM in the responsible conduct of human subjects research.

Dr. H attended a seminar or course in human subjects protections. Content is reviewed by IRB staff to confirm that human subjects protection was adequately covered.

Drs. X and Y attended a lecture on human subject protections containing sections on 1) Introduction and Historical Perspective; 2) Ethical Principles: 3) IRB Regulations and Process; 4) Informed Consent; 5) Research with Investigational Biologics, Drugs and Devices; 6) Behavioral Research; 7) Research with Protected Populations:  Prisoners, Minors, Pregnant Women and Fetuses in Utero, and Vulnerable Subjects; 8) Records-Based Research; 9) Genetic Research; and 10) Research Integrity.  Additional resources provided via the web based program include: 1) The Fred Hutchinson Cancer Research Center IRB home page; and, 2) Fred Hutch policies and guidelines for Conflict of Interest, Scientific Misconduct, Disclosure of Outside Interests and Openness in Research.  

Dr. Z completed a web-based course entitled Education in the Responsible Conduct of Research Parts 1 & 2 and also online web-based CITI Human Subjects basic training covering 1) Introduction and Historical Perspective; 2) Ethical Principles: 3) IRB Regulations and Process; 4) Informed Consent; 5) Research with Investigational Biologics, Drugs and Devices; 6) Behavioral Research; 7) Research with Protected Populations:  Prisoners, Minors, Pregnant Women and Fetuses in Utero, and Vulnerable Subjects; 8) Records-Based Research; 9) Genetic Research; and 10) Research Integrity.  Additional resources provided via the web based program include: 1) The Fred Hutchinson Cancer Research Center IRB home page; and, 2) Fred Hutch policies and guidelines for Conflict of Interest, Scientific Misconduct, Disclosure of Outside Interests and Openness in Research.    
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