 REMINDER TIPS WHEN SUBMITTING RESEARCH DOCUMENTS TO DCI
1. Use the correct, up-to-date templates (the ones on the website now, not

something the PI downloaded 2 years ago).  Be sure all references to "Walter Reed National Military Medical Center (WRNMMC), Bethesda, Maryland" have been changed to "Walter Reed Army Medical Center (WRAMC), Washington, DC"

2.OUTLINE WHAT IS STANDARD OF CARE in APPLICATION AND CONSENT FORMS VERSUS

WHAT IS RESEARCH (INVESTIGATIONAL EXPERIMENTAL)

3. If there's a sponsor protocol, turn in a copy of it with the initial

WRAMC documents, also a copy of the sponsor consent form if there is one.

4.  Turn in the data collection sheets, ideally with the initial submission. Ensure you have data collection sheets for everything you say you are collecting.

5.  ENSURE  the Application, consent form, and HIPAA form is consistent

across all the documents (for example: sample size, the amount of blood

being drawn, timepoints when blood is drawn CONFIDENTIALITY SECTIONS WHO AND WHERE WILL MASTER LIST BE KEPT. WHEN WILL LIST BE DESTROYED.

6.  Ensure that the PI, AIs, and medical monitor all have current (within

the past three years) WRAMC CITI training in human research protections.

7.  Ensure DCI has a CV dated within the past 24 months for the PI and each AI that reflects their current rank and position. DELETE PERSONAL

INFORMATION FROM CVS ie PERSONAL ADDRESS, SOCIAL SECURITY NUMBER, SPOUSES

NAME DATE OF BIRTH  

8.  At the time of initial submission, submit an electronic MS Word version of (at a minimum) the WRAMC Application, HIPAA and Consent forms.

9.  When you submit revisions, highlight the revisions (preferably in

yellow, light blue, or light gray as they xerox well) so the changes are

easier to find.  

Application:

10.  Include signatures at the end of the Application with the initial

submission.  They can be original signatures, faxed, or scanned.

11. Be sure there's a citation in the References section for each article

listed/cited in the Background and Significance section and elsewhere.

12.  In the study design and methodology section, be sure there's a

step-by-step description of what you're doing in the study - should be

possible for someone to read this and understand everything you'll be doing and will ask a patient to do.

13.  Correctly list who is an AI and who is collaborating personnel.  If a

person is assigned to or credentialed at WRAMC/USUHS/WRAIR they are an AI -

if not assigned to or credentialed at one of these institutions they are a

collaborator for our purposes, regardless of what they'll actually be doing

in the study.

14.  Provide a full mailing address for each collaborator.

15.  The Medical Monitor must be WRAMC STAFF - cannot be a resident or

fellow.

16. If requesting DCI funding, provide an ITEMIZED budget request, and

remember that this is limited to $7500/year for a maximum of 2 years.

17.  IF study is funded by outside federal funds that will not be coming in through a CRADA, state WHO IS FUNDING THE STUDY AND who will manage these funds. 

Consent Form:

18.   Be sure to include what other studies have shown in the Purpose of the Study section.

19.  Be sure the consent form is in 8th grade language - written to the lay person - and includes in the Procedures To Be Followed section everything you will ask the patient to do as part of the study - should follow sequentially, step by step, so patient can use it as a blueprint for what they'll do and when they'll do it.

20. Use size 12 font in the consent form - don't make it smaller to make it a fewer pages because we'll just tell you to increase it. Paginate the

Application and the Consent form.
