Exempt Protocol Check List 

There is no deadline for exempt protocol submissions.    All protocols are processed for review as they are received.   They are then reviewed by the WRAMC Exempt Review Committee. If there are any revisions to be made you will be notified by email. When the revisions are accepted, an approval letter is drafted and issued to you to begin your study.  

The following items are required to be submitted:

1. All protocols must be submitted on exempt protocol application forms.  All documents are required to be submitted through email (PDF/MS word). With required signatures. 

2. Exempt protocol application form:http://www.wramc.amedd.army.mil/Patients/healthcare/dci/protocols/wramctemplates/WRAMC%20EXEMPT%20PROTOCOL%20REVIEW/ExemptReview.doc
Exempt protocol Instructions: http://www.wramc.amedd.army.mil/departments/DCI/Downloads/_Protocol%20Templates/ExemptReview/ExemptReview-ins.doc

3. A separate Data Collection Sheet (a list of all variables collected & stated in protocol) is required.

4. Last page of the protocol document must be signed by all Principal (PI), Investigator, Service Chief, etc...

5.    Contractors are not eligible   to serve as Principle Investigators but can function as Associates or Collaborators.

6. The WRAMC CITI Research course is required to be completed by the Principal and Associate Investigators.  If it has been completed within the last 3 years no refresher is needed (collaborators are not required to take the course).  Please submit certificate(s) of completion.

          http://www.wramc.amedd.army.mil/Patients/healthcare/dci/Pages/citibasic.aspx
7. There can be only one Principal Investigator listed per protocol.
8. All Associate Investigators and contact information must be listed on the protocol.

9. Submit updated CV’s for all listed on protocol.  Due to the concerns of confidentiality, CVs submitted to DCI.....  SHOULD NOT CONTAIN your personal identifying information (HOME ADDRESS, PERSONAL/HOME E-MAIL ADDRESSES, MEDICAL LICENSE NUMBER, DEA NUMBER, etc....).   Only work addresses, work emails, and office phone numbers should be included as contact information in the CV.

10. A signed PAD Impact statement (as applicable) is required for all    retrospective   patient    record reviews.  It can be signed by the Chief of PAD or her/his designee.  
http://www.wramc.amedd.army.mil/Patients/healthcare/dci/protocols/wramctemplates/WRA  MC%20SPECIFIC%20IMPACT%20STATEMENTS/WRAMC_GerenalImpactStatement.doc
11.   A signed Data Use agreement as applicable:
http://www.wramc.amedd.army.mil/departments/DCI/Downloads/_Protocol%20Templates/HIPAA/DataUseAgreem.doc
12.  Methodology Section:  7. (b.)  Please ensure that time period for data collection does not exceed   (found at the top of first page on the application) the application date.

13.   A signed DPALS (Dept of Pathology and Laboratory Services) statement as applicable.
14.   If submitting an “EXPEDITED” protocol please complete the HUMAN RESEARCH PROTOCOL APPLICATION.
15.   If submitting more than one protocol, PLEASE send respective application   packages in separate emails.
Effective Immediately:

Please be advised that protocols that establish a "Master Link" (a system that allows for the identification of subjects, usually through a code that is separate from the data) cannot be approved as Exempt from HUC review.
This will affect many retrospective chart reviews that use multiple sources of data to create the data collection sheet.  There are two work-arounds:

1. Obtain the data you intend to study in a de-identified manner from PAD.

2. Record your data from the different sources in a de-identified way on

each patient at one sitting so that a master link is not necessary.

Any study that requires a master link and is a retrospective chart review will be processed as an expedited protocol as is done at all other MEDCENs.  We have devised a subcommittee of the CIC to specifically deal with these protocols to ensure prompt processing.  These protocols should be written on the Unified Template for human subject research protocols, not in the exempt format. 

Our compliance with Federal and Army regulations allows us to continue to do the great research we do and protect the participants in research.  Thank you for your understanding and cooperation.

For questions please contact POC:

Name:    Ms. Cheryl Youngblood Sales 

Phone:   202.782.7880 

Email:  Cheryl.sales@ amedd.army.mil
