INFORMATION

NIH Policy: Beginning on October 1, 2000, the NIH will require education on the protection of human research participants for all investigators and key personnel listed on NIH applications that involve human subjects. Key personnel include all individuals responsible for the design and conduct of the study. 

This new education requirement is intended to bolster the Federal commitment to the protection of human research participants. Several new initiatives to strengthen government oversight of medical research were announced by HHS Secretary Shalala on May 30, 2000. This NIH policy was developed in response to the Secretary’s directive.

IMPLEMENTATION

Competing Proposals

Before funds are awarded for competing applications or contract proposals involving human subjects, investigators must provide a description of education completed in the protection of human subjects for each individual identified as “key personnel” in the proposed research. The description of this education will be submitted in a letter that accompanies the description of Other Support, IRB approval, and other information in accordance with Just-in-Time procedures. Just-In-Time policy states that NIH grants management staff will contact the institutional business official prior to the award to request this information for those applications with a likelihood of funding.

Non-Competing Proposals

Investigators submitting non-competing renewal applications for grants or annual reports for research and development contracts that involves human subjects research must also include a description of such education at the time of submission. Note that this education only needs to be reported to the NIH once per research project. If key personnel change during the course of the project, this information will need to be provided for the new personnel.

DETAILS

The letter should be a description of ALL training and experience in the ethical handling of human subjects in clinical research. It is not limited to recent experience and training (it should be a brief CV of training). The letter should list the names of the key personnel, the title of the training program, and a brief description of the program. The PI and the Institution must sign the letter.

This information needs to be complete and on file before any funds will be released by NIH or DSR. UF is absolutely certain that this will be audited by the inspector general of the university and most likely will be audited by NIH.

The IRB training page offers more detailed information on this policy and is available on the Web at http://rgp.ufl.edu/irb/training.rgp.

TEMPLATE INSTRUCTIONS

1. Include the date.

2. Complete information on PI, NIH Grant Title, and NIH Grant Number.

3. List Key Personnel that are shown on form page BB (PHS 398) or form page G (PHS 2590).

4. Add or delete lines until all key personnel on the grant have been listed.

5. Limit the description of the program to one sentence if possible.

6. The PI should sign and date the form. DSR will also sign and date the form before sending it to NIH.
