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1 January 2010
To:  All Medical Personnel Interested in Conducting Research in a Deployed Theater of Operations


Greetings from the Joint Combat Casualty Research Team (JC2RT).  You are receiving this packet because you have either expressed an interest in conducting research or are scheduled to be deployed in the current theater of operations. This packet provides information   you will need to develop your ideas and craft your protocols and is intended to give you many of the resources you need to succeed.  This invitation to participate in research is extended to all those delivering or participating in health care - physicians, nurses, physician assistants, physical therapists, dieticians, social scientists, psychologists, social workers, therapists, etc.

In the era of modern medicine many of the treatment protocols and clinical practice guidelines that we follow are a direct result of lessons learned from periods of armed conflict.  Because of this, the military has placed significant emphasis on ensuring that we learn all that we can during the current operations and that the lessons learned are scientifically sound. This ensures that we will continue to provide the best care to every deployed soldier, sailor, airman, and marine.


As specified under the US Army Human Resource Protections at OTSG, the Brooke Army Medical Center (BAMC) Institutional Review Board (IRB) has been designated as the approval IRB of record for all research performed in the CENTCOM theatres.  The JC2RT was created to foster and facilitate medical research in the deployed theatre as an on-the-ground asset.

The JC2RT was initially deployed in September 2006 to the Ibn Sina hospital in Baghdad, Iraq.   A second research site was initiated in September 2008 at the 332 EMDG hospital, Joint Air Base Balad, and a third research site was stood up in CJTF-82 AOR at Bagram, Afghanistan (Headquarters’ Office) in August 2009. A fourth site  in Kandahar, Afghanistan, opened OCT 2009.  The current team, including experienced Army and Air Force researchers, is charged with helping medical personnel design and conduct research across Iraq, Afghanistan, and Kuwait.   JC2RT teams rotate every six months, ensuring continuity in research procedures and policies.  
In addition to research idea development, protocol submission, and administrative support, the JC2RT researchers can  help with data collection after an investigator has redeployed or assist with other research personnel matters (addendums, continuing reviews, dissemination of research). We can also help determine if you  need to go through the IRB process or if the project can be done as a process improvement protocol, eliminating much of the administrative burden of a formal research protocol.


Optimally, the JC2RT would like to facilitate protocol development even before the investigator deploys so that the research can commence soon after arrival in theater. While a six to twelve month deployment may seem like a long time, it is a very short window in which to develop a protocol, obtain approval, and complete data collection.  

You are invited to review this information packet and consider doing a research project while deployed.  Findings published as a result of research in theater have resulted in significant medical advances. It is the research and dedication from you and your colleagues that is helping to save the lives of our military personnel every day! 
The members of the JC2RT look forward to working with you and supporting your research.  Please do not hesitate to contact us with any questions you may have.
	Joint Combat Casualty Research Team (JC2RT)
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BAGRAM JC2RT HQ OFFICE
	Director:  LTC Joseph Sniezek, MC

Joseph.C.Sniezek@afghan.swa.army.mil
Deputy Director: LTC Laura Feider, AN, PhD

Laura.L.Feider@afghan.swa.army.mil
Human Protections Administrator: 
COL Gaston Bathalon, SP, PhD

Gaston.P.Bathalon@afghan.swa.army.mil
Task Force Med

Bagram, Afghanistan (HQ)
APO AE 09354

DSN (318) 431-9162
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KANDAHAR JC2RT OFFICE
	Research Executive Officer:  Lt Col Kevin Bohan, PhD

Kevin.Bohan@afghan.swa.army.mil
NCOIC: SGT Andrew Coggins

Andrew.Coggins@afghan.swa.army.mil
30th MEDCOM South

Kandahar, Afghanistan

APO AE 09355

DSN:  318-421-6388
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BALAD JC2RT OFFICE
	Research Executive Officer:  MAJ Sarah Goldman
Sarah.Goldman@blab.afcent.af.mil
EMDG 332

APO AE 09315

DSN (318)-443-2577
COMM:  011 (974) 458-9555 - Follow the prompts


	“Fostering and Facilitating Research in CENTCOM JOA”

	


Mission:  The mission of the JC2RT is to foster and facilitate mission relevant research, performance improvement and evidence-based practice in the CENTCOM JOA (Kuwait, the Multinational Corps-Iraq (MNC-I) theater and OEF, USFOR-A).

Functions:  Facilitate protocol development and approval; Assist PI to collect/enter data; Coordinate Statistical Consultation; Data Analysis Consultation; and Human Subjects Research Protection review; Assist with Abstract preparation; Dissemination of findings (PAO process); and Manuscript preparation/review.
Professional Team of Researchers
Director:  This position is assigned to a health care professional, traditionally a physician but may be a PhD researcher with experience in both combat casualty care and clinical research. The director is responsible for the command and control of research activities that contribute to the mission of improving healthcare to military, coalition, and contract personnel within the USCENTCOM Joint Operations Area (JOA).  As the leader of the JC2RT, the director provides executive level leadership to coordinate assigned JC2RT staff to develop, implement, manage, and regulate research activities within the USCENTCOM JOA. The director serves as a liaison between investigators and MTF commanders as well as the IRB and provides direct guidance and assistance to investigators initiating new research protocols, ensuring feasibility of in-theatre research projects. The director has the mission of expanding research throughout the MNC-I theater and the USFOR-A JOA, establishing guidelines for Joint Service research, stream-lining data collection tools for improved efficiency and accuracy, and reporting progress directly to the MTF and ISR commanders.

Deputy Director: This position is held by a PhD prepared research scientist who is the subject matter expert on the Research Process and the Institutional Review Board Process for Army and Air Force investigators located in theater and CONUS locations. The Deputy Director actively facilitates MNC-I and USFOR-A staff to develop and conduct research relevant to the combat environment and combat casualty care.  The Deputy Director assists investigators in developing protocols, processing their protocols through theater, acquiring the necessary signatures and approvals, and submitting to scientific review and the IRB for approval. The deputy acts as the main conduit of communication between the IRB, ISR, deployed researchers, and JC2RT members.
Human Protections Administrator: This position is held by a PhD prepared research scientist who is responsible for the Human Research Protection Program (HRPP) Management Plan for all research conducted in theater. The HPA reviews and screens protocols during development and implementation for compliance with applicable laws and regulations to ensure Investigators document plans for human subject protection.  The HPA assists Investigators to resolve and/or minimize adverse effects and protocol deviations.  
Senior Researchers/Researchers:  Serve as on-site principal investigators for select protocols, assist with data collection efforts, mentors investigators in protocol writing and processing.  Works directly with the Deputy Director to develop, facilitate and conduct JOA research.  Serves as a Research Liaison Officer (RLNO) to screen proposed research activities and provide research design and methodology guidance to principal investigator (PI) planning to submit a research protocol.  Facilitates communication between PIs, Director, and Deputy Director during protocol development and review.  Ensures delivery of required revisions and coordinates the submission of the final protocol version to be submitted for scientific review to the Deputy Director.  Coordinates with the Deputy Director on assignment of research-related activities.

Overview of Protocol Development and Approval
1. Develop the idea.  The JC2RT will discuss potential research topics with PI’s to help refine the questions and focus the scope of the study.  The JC2RT can also obtain an initial determination on whether or not the project is classified as “research” through an inquiry to the Process Improvement Research Advisory Panel (PIRAP). The advantage of contacting the JC2RT early during research development is that the JC2RT can provide guidance on what should be included in the protocol and whether a protocol is appropriate and/or feasible for theater implementation.
2. Write the research protocol and obtain appropriate signatures.  The investigators write the research protocol with assistance from the RLNO.  The JC2RT will assign a Research Liaison Officer (RLNO) who provides assistance during the protocol development process.  The JC2RT has access to a librarian at the ISR to assist with literature searches and a statistician who is available for consultation on statistical issues.   The Principal Investigator (PI) must sign and obtain the signatures of all Associate Investigators listed on the study, as well as the signature of the in-theater military treatment facility (MTF) commander &/or the FOB/COB/Garrison Commander where the study is being conducted.  
PI submits the protocol to the JC2RT.  Personnel who wish to conduct research in the MNC-I theater and USFOR-A AOR must have an on-site PI in theater and must submit protocols through the JC2RT.  Each person listed on the protocol must have current (within the last 2 years) CITI human subjects protection training certificate and a CV (updated within the last year) on file at the JC2RT.   The JC2RT will review the protocol and provide recommendations to facilitate approval.  (Information for accessing CITI human subjects protection training is provided on the last page of this document).  The JC2RT is responsible for obtaining signatures from the JC2RT Director, the Human Protections Administrator, and Institutional Official. All signatures must be obtained before the protocol is forwarded to the IRB.

3. JC2RT submits the protocol for scientific review.  The JC2RT will forward research protocols to the United States Army Institute of Surgical Research (US Army ISR) for Scientific Review. The PI is responsible for promptly responding to the Scientific Review with a formal memorandum noting any changes in the protocol.

4. Protocol forwarded to Brooke Army Medical Center (BAMC) Institutional Review Board (IRB) for review.  After completion of scientific review, the JC2RT forwards the research protocol to the BAMC IRB for review.  All Army research studies conducted in theater must be approved by the BAMC IRB.  The process from scientific review to IRB approval has been averaging about 45 days.
5. Protocol forwarded to 2nd level review at MRMC for ORP approval and potential revisions.
6.  IRB-Approved Protocol forwarded to Institutional Official (IO).  The IO will conduct a final review and will issue a “Start Memo” to the PI.  At this point the research may begin. 

7. Monitoring.  The JC2RT tracks the status of all active research studies being conducted in theater and assists with any issues regarding the protocol such as changes in principal and associate investigators, addendums regarding changes in protocol procedures, and assistance with data collection.

8. Submission for publication or presentation.  All manuscripts, abstracts, or other proposals to be presented or published must be reviewed and cleared by BAMC/ISR prior to submission.  In theatre review and approval may be requested.  The JC2RT can facilitate this process. 

RESEARCH OVERVIEW
DEFINITION OF RESEARCH

A protocol is required prior to the beginning of any research. Research is defined as a systematic investigation designed to develop and contribute to generalized knowledge. To be classified as research, the activity must include both components of the definition.
GROUPS EXCLUDED FROM RESEARCH:
Research, in any form, may not be conducted in theater on detainees or prisoners of war.  This includes prospective and retrospective protocols.  Prospective interventional studies in foreign nationals may not be done without the approval of the Ministry of Health.
EXEMPT AND EXPEDITED RESEARCH:

Much of the research done in theater falls into the categories of either Exempt or Expedited research. Certain types of research, including retrospective chart reviews, may qualify for Exempt review.  Request for exemption from Human Use Committee (HUC)/ Full Institutional Review Board (IRB) review may be made for the following exemption categories:

· Collection or study of existing data
· Research in normal educational practices and settings
· Anonymous educational tests, surveys, interviews, or observations
· Surveys, interviews or observation of public behavior
· Study of public benefit or service programs

Expedited studies are also considered as “Minimal Risk” studies in which the probability and magnitude of harm or discomfort anticipated in the research is not greater than that encountered in daily life or during the performance of routine physical or psychological examinations or tests [see 45 CFR 46.102(i)].  Some examples of minimal risk studies are small amount of blood draws from a healthy individual, exercise, behavior, and voice recordings/hearing testing. Additional categories include:

· Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows from healthy, nonpregnant adults.

· Prospective collection of biological specimens by noninvasive means such as hair and nail clippings, sputum, or saliva.

· Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice. Examples include EKG, ultrasound, Doppler blood flow, moderate exercise, body composition assessment, magnetic resonance imaging, and physical sensors applied to the body.

· Research on group characteristics or behavior or research employing surveys, interview, oral history, focus groups, program evaluation, or quality assurance methodologies.
FULL IRB REVIEW:
    
Greater than Minimal Risk human studies include all studies that do not fall into the category of minimal risk. Although not always specifically defined, any protocol that does not meet criteria for either an exempt or expedited review by the IRB will be put through the full IRB review process. 

EXPLANATION OF PROCESS IMPROVEMENT  
Activities that are designed to determine whether aspects of practice are being performed in accordance with established standards are referred to as “Performance Improvement/Quality Assurance.” Performance activities frequently use statistical analyses and other scientific methods to collect and analyze data similar to research but if the intent is only to find outcomes specific to that organization, then the activity is not considered research. 

For example, if a hospital wanted to investigate the effect of a new hand washing procedure on their OR infection rate in comparison to the national average, this would be considered performance improvement.  

In addition, if the intent of an educational program is to provide knowledge to as many people as possible without the use of a systematic process of investigation, that program is not considered research. 

There are often somewhat grey areas with regards to what types of activities can be considered Performance Improvement and the JC2RT will assist investigators with these questions.

SUMMARY:

While some of these distinctions may seem arbitrary or not completely clear, the JC2RT is here to answer questions and help you through the process.

Expected Time Frame to Complete Research Protocol

Step





Average Time

- Develop and write protocol


Variable

- PI/AIs to complete CITI/CVs

Variable

- JC2RT PDC Review



2 days
- ISR Scientific Review of protocol

2 weeks*

- Review by BAMC IRB


3-5 weeks**

-2nd level Review and Start Letter from 

Institutional Official



1- 2 weeks











=========

Total time required (average):

 2 - 3 months***

Notes:

* The time spent in Scientific Review also depends on how long the protocol remains in revision with the Principal Investigator.
** The review time by the IRB will depend on the type of protocol, the IRB schedule, as well as how long the protocol remains in revision with the Principal Investigator.

*** This is only an estimate and it may be shorter or longer.
PRINICIPAL INVESTIGATOR CHECKLIST

Please use this checklist to ensure that your protocol meets all of the requirements. 

SIGNATURE & ASSURANCE PAGES
_____
Signature block entered for all PI(s), AI(s), consultants, medical monitor,* and unit Commander; use following example for format:



 John Doe


 MAJ, MC
_____
Signed and dated by PI(s), AI(s), consultants, unit Commander, FOB/COB/Garrison CDR
_____        Assurances statement signed and dated by PI
_____
Conflict of Interest statement signed by PI

_____
Request for HIPAA Waiver signed by PI (if applicable)

_____        Signed by all other individuals approving study
PROTOCOL

_____
Prepared using the current version of the template (AUG 2009)
_____
PI Name, Page number, title of protocol and version # in Header

_____
All areas in template addressed

_____
Provide contact information for all personnel (PI[s], AI[s], consultants, medical monitor) involved in the study, provide rank, names, positions, department/work area, unit, phone numbers, e-mail addresses; use the following format:

Rank First Name, Last Name:   MAJ John Doe


Title:                                          Chief, Department of Surgery


Location:                                    __th Combat Support Hospital or USFOR-A

Additional Unit Identifiers:       Task Force ______________

APO Address and Zip Code:     APO AE 09____


Telephone Numbers:                 (Comm) xxx-xxx-xxxx


                                                   (DSN) xxx-xxx-xxxx

                      E-mail Address:                         E-mail: john.doe@iraq.centcom.mil and 

                                                                                      john.doe@us.army.mil
_____
Time required to complete study (expected start and end dates) 
* All greater than minimal risk studies must have a Medical Monitor.   The Medical Monitor must be independent of the research study, i.e., is not an investigator of the study. The Medical Monitor cannot be a subordinate in the PI’s rating scheme because of a potential for command influence type conflict of interest. The IRB will determine if a Medical Monitor is required.
Complete scientific review checklist (to be turned in to the JC2RT with your protocol): check Yes if item is addressed in protocol, or check N/A if not applicable
Review of Literature

Yes      N/A



        Identified date of search, period searched, sources searched, and key words of search

____
____
Literature supports the theoretical framework of the study

____
____
Interventions are supported by the literature

____
____
Use of chosen measurements are documented in the literature

Human Subjects Protection
Yes      N/A




Clearly and comprehensivelydescribes the database and how the data from the data collection measures are transferred into an electronic or hard copy database. Use of audio and/or visual tapes and their disposition is explained 




Described what HIPPA identifiers that permit the association of the data with the individual are being collected




Described the method for maintenance of confidentiality and security. Clearly delineated measures for coding of measures so that individual subject data is not identified by name but by a coded system, the security of electronic data through use of password-protected and encrypted files, and the storage of paper records in locked file cabinets and rooms with access to only authorized personnel, both in theater and in transit




Described the method for transmission of data through use of password-protected and encrypted files

___      ____
Described the status of data (i.e., deletion of data) after completion of the research study. 



        Described the risks and benefits from the study. If there were any identifiers collected, discussed how the risk to potential loss of privacy/confidentiality of data will be minimized 

Waiver of Informed Consent or Alternate form of Consent (if applicable)
Yes
    N/A



         Explained how the research involves no more than minimal risk to the subjects.



          Explained how the waiver would not adversely affect the rights and welfare of the subjects.

____    ____          Explained how the research could not be feasibly conducted without the waiver.

____
____
Explain Alternate Form of Consent (if applicable, often used with survey administration). 
Bibliography/References

Yes
    N/A
____    ____           Citations of references are found in text of the proposal where appropriate

____    ____           All references are cited in the text of the proposal
Appendices
Yes      N/A
____    ____            Recruitment Flyer/Email/Script attached

____    ____            Measurements/Instruments are attached

____    ____            Database/data collection sheets (how you will record your results)
____    ____            Impact Statement(s) as appropriate
____    ____            Letter(s) of Support as appropriate

HIPPA
Yes      N/A
____      ____      Completed HIPAA Authorization for use and disclosure of protected health information
____      ____      Completed HIPAA Application for Waiver of authorization
Qualifications of Research Personnel
Yes      N/A
____      ____       Submitted current CV and CITI certificate of Principal Investigator(s) to JC2RT
____      ____      Submitted current CVs and CITI certificates of all Associate Investigators to JC2RT
____      ____      Submitted current CVs and CITI certificates of all Research/Technical Assistants who will have access to PHI

CITI Registration Instructions
1. Go to http://www.citiprogram.org  and register as a new user.

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

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

4. For Question 2, choose either Group 2 (biomedical research training) or I have not previously completed an approved Basic Course as appropriate.

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

6. 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.

7. Save/print a copy of  the training certificate and email to the Deputy Director, JC2RT.
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