Walter Reed Army Medical Center

DEPARTMENT OF PATHOLOGY IMPACT STATEMENT

INSTRUCTION SHEET

Investigators, please complete the following sections:
1. Title of Protocol

2. PI, Dept and Phone number or pager

3. Estimated project start / completion dates

4. Total projected enrollees from WRAMC (obtaining testing here)

5. External funding- if your protocol is supported by an externally funded grant (non-WRAMC DCI), please indicate.

6. Test(s) Requested- the name of the test or pathology support you require

a. Clinical Laboratory tests include chemistries, serology, microbiology, hematology and coagulation, urinalysis, and transfusion services. The test name is generally identical to the test name ordered in CHCS.

b. Anatomic Pathology tests include tissue examination, cytology, fine needle aspiration, autopsy services, immunohistochemistries, special stains for organisms or other entities, recut H&E slides and unstained slides. It also may include pathologist’s services such as identifying areas on slides that are malignant, selecting areas for microdissection, collection of “waste” tissue for tissue banking protocols, microphotography of lesions, reviewing slides to send out for protocols. If a WRAMC pathologist is an investigator on the protocol, the pathologist’s fees are waived.

c. If you desire the laboratory to perform phlebotomy or specimen preparation (such as spinning down blood for storage), please indicate these as laboratory tests. Shipping of specimens must be assumed by the investigators if it is not standard of care.
7. Please calculate the total number of tests required for the entire period of the protocol. If a patient requires 4 CBC’s, then 4 x the number of patients enrolled= total CBC’s.
11.       Usual Practice/ Standard of Care-ASK YOURSELF: If the research subject was not 
            enrolled on the protocol, would he/she have this test done? If yes, then the test is 
            considered usual practice/ standard of care. Determination of standard of care is subject 

            to review and justification per published national guidelines, documentation of common   

            practice, or  other evidence-based sources.
18. Investigator comments- Use this block to explain any unusual circumstances.
DPALS will complete sections 8, 9, 10, 12, 13, 14, 15, 16, 17, 19 and 20. 
Anatomic Pathology reserves the right to refuse to release tissue (H&E, unstained slides) if doing so would deplete diagnostic material from paraffin blocks, thus endangering future patient care, despite patient consent or prior support agreements for the protocol. In accordance with AR 40-66, WRAMC and DPALS policies, AP does not release original diagnostic slides or paraffin blocks for research purposes. 
Submit the impact statement electronically or physically to Mr. William Heit, WRAMC Bldg 1, 1st floor, C wing, Room 123; phone 202-782-6088 or FAX: 782-4502 for routing. Please include a copy of the protocol. Routing generally requires 1-3 weeks, depending upon availability of staff for review and completeness of the impact statement information. The Chief, AP or Chief, CP are authorized to sign for the Chief, DPALS.
