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(Enter text in the white space areas below each numbered heading bar. Expand the size of table cells as needed – to multiple pages if needed.  

See accompanying Instructions for explanation of headings and information to be provided)

	1. PROJECT TITLE


	Enter the Project title here. It should match the title entered on the face page. Note: for VA-funded grants, the HRPP application title must be the same as the grant title.


	2.
PRINCIPAL INVESTIGATOR and CO-INVESTIGATORS


	Include Principal Investigator’s and co-investigator’s title and department. This is for identification purposes, to match the Research Plan to the project application face page. The complete list of investigators should be entered on the face page.




	3.
FACILITIES


	List all locations where the project will be done.




	4.
RESEARCH DESIGN AND METHODS


	Briefly describe the study purpose and activities including a specific description of the data, documents, records, or specimens involved including their source(s), dates, data security/storage measures including how data or information is recorded by the investigator; destruction identifiers upon receipt of material, etc. This item should also clearly indicate whether the study materials were originally collected solely for research purposes, and if so, provide a copy of the IRB approval and consent from the research responsible for the original collection of the materials and/or whether the source is publicly available.

Additionally, this item should confirm that there will be no contact with subjects and that the data, documents, records, or specimens are pre-existing. Pre-existing means the data, documents, records, or specimens are collected prior to this research use for a purpose other than the proposed research. The data, documents, records, or specimens must be “on the shelf” or in freezer at the time of the exempt application is submitted to the HRPP. Please note if there is contact or the data, documents, records, or specimens are not pre-existing, the proposed study does not qualify for exempt status and a “complete” application must be provided for expedited or full Committee review.




	5.
DATA, DOCUMENTS, RECORDS, OR SPECIMENS IDENTIFICATION


	Briefly describe the identifiers that will be provided with the data, documents, records, or specimens. 

Please note that if the data, documents, records, or specimens are provided with PHI, the proposed study would not qualify for exempt status and a “complete” application must be provided for expedited or full Committee review.

PHI includes the following:

1.
Names;

2.
All geographic subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code if, according to the current publicly available data from the Bureau of the Census: (1) The geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and (2) The initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000;

3.
All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older;

4.
Telephone numbers;

5.
Fax numbers;

6.
Electronic mail addresses;

7.
Social security numbers;

8.
Medical record numbers;

9.
Health plan beneficiary numbers;

10.
Account numbers;

11.
Certificate/license numbers;

12.
Vehicle identifiers and serial numbers, including license plate numbers;

13.
Device identifiers and serial numbers;

14.
Web Universal Resource Locators (URLs);

15.
Internet Protocol (IP) address numbers;

16.
Biometric identifiers, including finger and voice prints;

17.
Full face photographic images and any comparable images; and

18.
Any other unique identifying number, characteristic or code.

	


	6. FUNDING AND CONFLICT OF INTEREST


	Specifically describe the funding support associated with this study and whether a conflict of interest exists with the PI or any key personnel. If such a conflict exists, this must be clearly described and a copy of the COI concurrence letter must be provided.




