
EXEMPT REVIEW CERTIFICATION INSTRUCTIONS

Background Information

1. Certain types of research do not fall within the purview of the Institutional Review Board.  The types of research activities that may qualify for Exempt review are described in the following regulations (See Army Research Regulations.doc for these and other cited regulations) .

a. 45 CFR 46.101(b) and (c)

b. AR 40-38, Appendix B

c. Walter Reed Army Medical Center, Commander's Policy on Human Research   


        Requiring Institutional Approval, Dated 1 January 1994.

2. “Research” is defined as a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge [ 45 CFR 46.102(d) ]. 

3. Case studies or retrospective chart reviews without personal identifiers with an n=1 do not require an Exempt application or review.

4. In order to qualify for exempt review status, the project must involve no more than minimal risk to the research subjects as defined by 45 CFR 46.  Minimal risk is defined as "the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests."

5. Because of the complex federal regulations and associated ethical issues, research that involves the following vulnerable subject populations will not qualify for Exempt review at WRAMC:

a. Prisoners

b. Fetuses

c. Pregnant women

However, depending upon the specifics of the proposal, retrospective chart review studies on pregnant women may be considered for Exempt review.

6. There is no regulation that specifically prohibits research involving minors from qualifying for Exempt review.  This will be determined on a case-by-case basis.

7. By local regulation, the collection or study of existing data, documents, and/or records on 2 or more patients requires review and approval by the Research Review Service, Department of Clinical Investigation, WRAMC [Walter Reed Army Medical Center, Commander's Policy on Human Research Requiring Institutional Approval, Dated 1 January 1994].  The majority of these types of research studies will qualify for Exempt status under category B-6 of AR 40-38 (See Table 2) using the mechanism described herein.

8. Generally, Exempt protocols will not require continuing review or audits, unless otherwise indicated.

9. Funding from Department of Clinical Investigation for projects granted as an Exempt protocol will be limited to travel (one TDY trip for the principal investigator only for the purpose of presenting the results of the research, currently $1,000). This funding is only available for WRAMC-billeted personnel.  The funds are only for the principal investigator and are not transferable to associate investigators or collaborators. No other support or resources from DCI will be available. Non-Federal outside funding cannot be approved by the Exempt mechanism. 

10. Subject to the availability of DCI funding, each PI may apply for travel funding for a total of up to 2 research projects per fiscal year.  This includes research projects reviewed by this Exempt procedure as well as those requiring CIC/HUC committee review and approval.

11. The exemption reviewer has authority to (a) approve a study as meeting criteria for exempt review, (b) ask for clarification to ensure procedures meet exempt criteria, or (c) disapprove the research for exemption. A study that is disapproved for exemption is eligible for submission to the IRB for either a full or expedited review.

12. Since all publications must be cleared through the Department of Clinical Investigation, all publications of Exempt research will be reviewed and approved before publication.

13. The maximum time for completion of an Exempt protocol will be for 1 year, unless otherwise requested in the protocol application for up to 3 years. 

14. If the Investigator wishes to modify any study procedures for an approved Exempt protocol, the PI must first request DCI to make these changes. The Investigator should inform DCI when the study is completed.
15. Quality improvement projects that are not designed to “contribute to generalizable knowledge.”  do not require IRB review because they do not meet the definition of research. However, QI projects designed for the purpose of publication and dissemination of information outside the immediate WRAMC system would be considered research, and may be considered for Exempt review.

Instructions for preparing an IRB Exemption Certification Application:

1.    By filling in Table 1 in the application (ExemptReview.doc) and by referencing Table 2 below to answer question 3 in the application, the investigator makes a preliminary determination that a research project may be eligible for exempt review.  The information provided here should be in sufficient detail to allow a reviewer to determine that the proposed project is eligible for exempt review.  This judgment should be made with care. Questions of interpretation may be directed to the Chief, Department of Clinical Investigation at (202) 782-6389.

1. After obtaining the appropriate signatures required on the application, forward to the Protocol

Co-ordinator, DCI for inprocessing.  POC:  Exempt Coordinator, 782-7880. 

2. The application will be reviewed by the Chief of the DCI, Chief of the Research Review Service, and Chief of the Clinical Studies Service.

3.   Investigators will be provided with a memo detailing the results of the DCI review.  No work may begin on a project until the investigator is in receipt of this written approval letter from DCI.
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In order for your proposed research activities to be exempt from formal IRB review, the involvement of human subjects in your project must fall within one or more of the categories below.  Please read these categories carefully and identify the exemption category that describes your proposed research.

	        AR 40-38
	32CFR219

101(b)
	                                       Exempt Category

	       B-2
	2
	Health Care Delivery and Epidemiology.  Health care delivery studies or routine epidemiological surveys that involve tests or procedures of no more than minimal risk in which the data is collected without linkers to personal identifiers.

Health Care Delivery Studies:  The term means the application of scientific methods to the study of the availability, organization, administration, and management of health services.  This definition would include studies of the efficiency and effectiveness with which such services are delivered.

Epidemiologic Surveys:  The term means studies involving no more than minimal risk on the distribution and determinants of the frequency of disease in humans in which the study data are not linked to personal identifiers.  Epidemiological surveys focus on the “ills” of population rather than on persons.



	      B-3
	1
	Educational Methods.  Research in educational settings that involves normal educational practices such as – (a) Regular and special education strategies, (b) the effectiveness of, or the comparison among, techniques of instruction and curricula or 

classroom management methods.



	      B-4
	2
	Educational Tests.  Research that involves the use of educational tests when the data are recorded in such a way that subjects cannot be identified directly or indirectly.
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	     AR 40-38
     B-5
	32CFR219

101(b)

2
	Exempt Category

Public Behavior.  Research that involves survey, interview procedures, or the observation of public behavior (including observation by participants) except where ALL the following exist:  (a) Responses or observations are recorded in such a way that subjects can be identified directly or through identifiers linked to the subject, (b) the subjects responses or recorded observations, if they become known outside the research could reasonably place the subject at risk of criminal or civil liability or would damage the subject’s financial standing, employability, or reputation.

PLEASE NOTE:  

1.
This category defines two conditions, that when BOTH exist, the activity would not qualify for exemption.  These conditions are (a) the information is collected with the use of either direct or indirect identifiers AND (b) the release of this information would place the subject at some risk as defined above.

2.
Therefore, if there are no risks associated with the subjects responses, the use of subject identifiers would not disqualify a project from this exemption. 

3.
If you are applying for exemption under these criteria, please specifically address each of these issues in your application.
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	AR 40-38

B-6
	32CFR219

101(b)

4
	Exempt Category

Existing Records and Specimens.  Research involving the collection or study of existing data, documents, records, and pathological or diagnostic specimens if these sources are publicly available or if the information is recorded in such a way that subjects cannot be identified directly or through identifiers linked to the subject.

PLEASE NOTE:  

1.  To qualify for this exemption the data, documents, records, or specimens must be in existence prior to consideration for exempt review and collected for purposes other than research.

2.  Therefore, any data or specimens collected prospectively (including discarded clinical samples not in existence at the time or this review) does not qualify for exempt review.  

3.  Pathology specimens in existence at the time of the review are eligible for exempt review provided the specimens and associated clinical data are provided to the investigator without patient identifiers (either direct or indirect).

4.  Projects involving pathologic or diagnostic specimens must also receive approval from the Chief, Department of Pathology and Area Laboratory Services or the Medical Director of the appropriate commander's laboratory. 

5.  Note that the use of indirect identifiers may be acceptable during the data collection phase of retrospective projects provided that (i) ALL identifiers and coded linkers are removed immediately following data collection (ii) the data being collected is not of a sensitive nature.

6.
If you are applying for exemption under these criteria, please specifically address each of these issues in your application.
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