JC2RT Steps for Research

If you have a research idea ( Contact the Joint Combat Casualty Research Team (JC2RT) to get started (all medical research in CENTCOM must be coordinated through the JC2RT) 
(Contact: laura.l.feider@afghan.swa.army.mil)  You will be assigned a Research Liaison Officer (RLNO) to work closely with you during the protocol development process.
Functions of the JC2RT

· Facilitate protocol development and approval

· Assist PI to collect/enter data (PI responsible for actual data collection)

· Statistical Consultation 
· Data Analysis Consultation

· Human subjects research protection review
· Assist with Abstract preparation

· Dissemination of findings (PAO process)

· Manuscript preparation/review
What type of protocol are you doing?
·  Exempt (only the Institutional Review Board can determine if a protocol is exempt)

· Research conducted in educational settings
· Research involving the use of educational tests, survey procedures, interview procedures, or observation of public behavior, unless subjects can be identified or disclosure puts the subjects at risk of criminal or civil liability.

· Research involving the collection or study of existing data, documents, records, specimens.

· Research and demonstration projects which are subject to the approval of agency heads to examine public benefit or service programs.

· Taste and  food quality evaluation and consumer acceptance studies.

· Human Use (no greater than minimal risk and greater than minimal risk)
· Minimal Risk means that 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. 32 CFR 219.102 & 45 CFR 46.102

What if you want to conduct a survey?
· Does your survey include Army personnel?
Can research involve detainees? No

· “Healthcare providers may not conduct any form of medical research that involves detainees (DD 3216.2, para 4.4.2 and ASG(FP) memo 24 May 2005, “Interim Guidance on Detainee Medical Care”).  

Can research involve foreign nationals? 
· No prospective clinical trials involving foreign nationals unless coordinated with the Ministry of Health and have translated consent and HIPAA documents (currently not available in Afghanistan)

What will the scientific reviewers look for in the protocol?
Protocol Checklist (make sure you have all items completed)
Other Forms to Include with Protocol Submission
· Addendums (such as copies of survey instruments, data collection forms, etc.)
· Consent Form
· Alteration of Consent for Survey
· HIPPA Authorization

· 
HIPPA Waiver (note – this waiver is embedded in Human Use Protocol if needed)-talk with JC2RT about the requirements for a waiver
Other Things You Will Need – required for everyone “engaged in research” (complete prior to protocol submission )
· Human Subjects Training (CITI)  (good for 2 years)

***IF you HAVE completed the DON HRPP requirements (Investigator-Biomedical or IRB Member-Biomedical learner group) see the Attachment “DON HRPP- CITI Directions for JC2RT 7 Feb 2010.”





***IF you have NOT completed Human Resach Protections Training:
· Go to http://www.citiprogram.org  and register as a new user.

· Complete the registration page, using Brooke Army Medical Center as the institution under the “Participating Institutions” drop-down menu.

· On the next screen (Select Curriculum), for Question 1, choose Group 2.  

· For Question 2, choose either Group 2 or I have not previously completed an approved Basic Course as appropriate.

· Leave Question 3 without any checked boxes, and click Submit.

· On the next screen, click the link Go Back to Learner's Main Menu and begin the course by clicking Enter under the “My Courses: Status” section midway down the page.
· Biosketch/CV
· Include a date in the footer that should be within 1 year of protocol submission
Publications and Presentations

What if I want to publish or present my research?

· TSG memo 2 Dec 2005, “Release of Actionable Medical Information Policy Memorandum”

· 3 Approvals

· Medical review to ensure analyses and conclusions scientifically sound, contribute to the general knowledge base, and do not contain protected information.

· Public Affairs review to evaluate the potential impact to the public and guide the author in preparing a response to the media or public.

· Operational Security review to deny our adversaries actionable information.

You are prohibited from releasing the following (AR 360-1)
· Casualties or injuries that occurred from specific attacks .
· Description of specific units and locations, troop rotation, movement patterns.
· Recordings of recognizable wounded or deceased Soldiers, unless the individual or their next-of-kin have given written permission to release the image.

· Recordings showing a specific link between injuries sustained while wearing defined personal protective equipment (PPE) and the resulting wounding patterns showing a specific link between vulnerabilities and injuries sustained.

· Recordings showing deceased and/or wounded personnel in large numbers, combat deceased under field conditions, mangled bodies, obvious expressions of agony.
