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Date:                                                                                                  Name of PI

Protocol title:

Version #                                                                                          Protocol #:

PROTOCOL TITLE:  

PROTOCOL NUMBER: (to be assigned by USAISR/IRB)

PRINCIPAL INVESTIGATOR:  

_________________________________
                   ____________________
Type name and sign                                                           Date

ASSOCIATE INVESTIGATOR: (delete if not applicable)
_________________________________                        _____________________

Type name and sign                                                           Date
ASSOCIATE INVESTIGATOR:
_________________________________                        _____________________

Type name and sign                                                           Date
MTF COMMANDER:  (required when the study is conducted in the MTF, sample consists of patients or staff of the MTF or study personnel is assigned to the MTF)

 I have reviewed this protocol and the investigator's required credentials including CITI completion and approve the protocol being forwarded for review.

__________________________________                       _____________________

Type Name and sign                                                        Date
JC2RT MEDICAL DIRECTOR: I have reviewed this protocol and recommend it being forwarded for additional review.

___________________                     


  _____________________

LTC Joseph C. Sniezek, MD

                           Date

HUMAN PROTECTION ADMINISTRATOR (HPA): This protocol has been reviewed and approved for forwarding. 

___________________________                                       ____________________

Gaston P. Bathalon, PhD                                                      Date

COL, SP
ADD APPROPRIATE SIGNATURE BLOCKS FOR AFGHANISTAN OR OTHER LOCATIONS

INSTITUIONAL OFFICIAL:  This protocol has been reviewed and approved for forwarding. 

___________________________                                       ____________________

COL Jon Allison, MD                                                         Date

USAISR SCIENTIFIC REVIEW: Scientific review has been conducted on this protocol and is approved for forwarding to the IRB review.

__________________________________                                _____________

Booker King, LTC, MC





Date

Senior Overseas Contingency Operations Reviewer

ASSURANCES: 
As the Primary Investigator on this protocol I acknowledge my responsibilities and provide assurances for the following: 

General Assurance:  I agree to conduct the study as outlined herein.  I certify that all procedures involving human subjects have been described in full.  

I agree that human subjects will be included in this study only after giving their free and informed voluntary consent.  I will adhere to Army Regulation 70‑25 and AR 40-38 on the use of volunteers in research.

Duplication of Effort:  I have made a reasonable, good faith effort to ensure that this protocol is not an unnecessary duplication of previous experiments.  I attest that MEDLINE AND DTIC literature searches have been performed and they indicate that the study is not an unnecessary duplication of effort. 

Statistical Assurance:  I assure that I have consulted with an individual who is qualified to evaluate the statistical design or strategy of this proposal, and that the "minimum number of subjects needed for scientific validity are used." 

Biohazard/Safety:  I have taken into consideration, and I have made the proper coordination regarding, all applicable rules and regulations regarding radiation protection, biosafety, recombinant issues, etc., in the preparation of this protocol.

Training:  I verify that the personnel performing these procedures/manipulations described in this protocol are technically competent, have been properly trained, and are appropriately qualified.

Compensation:  I am aware that I am not authorized to accept any form of personal compensation for my efforts in conducting this research.

Modifications:  I am aware that any substantive modification to the protocol and the consent form must be approved by the BAMC Institutional Review Board (IRB) and, if applicable, to the Office of Research Protection before implementation. 

Serious and Unexpected Adverse events: I acknowledge that unanticipated problems involving risk to subject or others, serious and unexpected adverse experiences related to participation in the study and all subject deaths should be promptly reported in accordance with USAISR Policy and requirements of the Brooke Army Medical Center Institutional Review Board.

Protocol Deviation: I acknowledge that any protocol deviations discovered by either the PI or any auditing official will be immediately reported to the Chair, IRB. All corrective actions will be documented and become part of the master study file along with the report. 

Medical Monitor: I am aware that a medical monitor must be assigned to greater than minimal risk protocols.  The name and curriculum vitae of the medical monitor, who is someone other than the principal investigator, must be provided.  This individual should be a qualified physician who is not associated with the protocol, and able to complete the requirements as outlined by the IRB. I understand that the IRB will determine if the study is greater than minimal risk and will assign a medical monitor.
Publications: I am aware that any presentation or publications resulting from this research must be cleared by the appropriate Public Affairs Office, undergo OPSEC review and be reviewed for release of actionable medical information.
Include this assurance only if you are obtaining data from one of the databases housed at ISR

Data Sharing Agreement: I am aware that data obtained from any of the USAISR databases such as JTTR, Burn Registry, Trauma Vitals, etc. will only be released to me based upon an IRB approved protocol. Such information will not be shared with anyone not authorized by the IRB to receive the information. Disposition of the data will occur as specified in the approved protocol. Any changes that impact on the type of data requested or in the utilization or disposition of the data will not occur until an amendment to the protocol is approved by the IRB. 
(Signature Required)


Date:


(Principal Investigator) Typed name

Potential Conflicts Of Interest
Please answer the following questions:

1. ___ Y ___ N   Do any of the involved investigators or their immediate family (spouse, dependent children or domestic partner) have consulting arrangements, management responsibilities or equity holdings exceeding $10,000 in the Sponsoring party, vendor(s), provider(s) of goods or subcontractor(s)?

2___ Y ___ N   Do any of the involved investigators or their immediate family have any financial relationship exceeding $10,000 with the Sponsoring party, including receipt of grants, honoraria, income, stock or stock options (not including mutual funds) as payment?

3.  ___ Y ___ N   Are any investigators a member of an advisory board or have an academic appointment with the Sponsoring party?

4.   ___ Y ___ N   Do any investigators receive gift funds exceeding $10,000 from the Sponsoring party?

5.   ___ Y ___ N   Do any investigators or their immediate family have an ownership or royalty interest in any intellectual property (e.g. patents, copyrights, licensing agreements) utilized in this protocol?

6.  If you answer yes to any of these questions, describe the potential conflicts of interest.  For financial conflicts of interest, include dollar amount or percent ownership as applicable.

7.  If applicable, describe any steps to be taken to minimize potential harm to subjects or research objectivity resulting from these interests (e.g. severance of conflicting relationship, third party oversight of protocol).

If any of these relationships exists, I understand that I must include a statement in the consent form to disclose this relationship, i.e. paid consultant or member of scientific advisory panel, owner of patent, receives payment for lectures given on behalf Sponsoring party.  The consent form should disclose what institutions or companies are involved in the study through funding, cooperative research agreements or by providing drugs or equipment.

I also understand that if a potential or perceived conflict of interest arises during the conduct of the study, I am required to notify the BAMC IRB through the USAISR Regulatory Compliance and Quality Management Office.
____________________________________


_________________

Signature of Principal Investigator


              
Date

1.0 PROTOCOL TITLE:  

 2.0 PERSONNEL INVOLVED: List the names, positions, department/work area, of all persons directly involved in the project work, include rank, corps and unit address for all military personnel Include a CONUS address/e-mail where personnel can be reached upon completion of deployment and affiliations with civilian institutions
 2.1 OVERALL PRINCIPAL INVESTIGATOR: (Indicate overall PI, There can be only 1 PI. On Site PIs are technically Associate Investigators and should be listed there)
 2.2 ASSOCIATE INVESTIGATOR(S): 
List any individuals who will be involved in the acquisition, analysis or review of the data (paper or electronic) or research results prior to public dissemination. Include rank, corps and unit address for all military personnel. If you are affiliated with a civilian institution, please include that information.

If applicable indicate which AI will also serve as On Site Principal Investigator.
2.3 MEDICAL MONITOR: PIs should suggest a Medical Monitor available in theater for IRB approval when a study has the likelihood to be determined to be greater than minimal risk
    2.4 TECHNICAL STAFF:

Anyone consenting subjects or having access to PHI should be listed here and will be required to provide a current CV and CITI certification
  3.0 ROLES AND RESPONSIBILITIES OF STUDY PERSONNEL:

 Briefly describe the duties of each of the study personnel, including, if applicable, the Medical

 Monitor (which is provided for you under the medical monitor section).

  3.1 PRINCIPAL INVESTIGATOR:
  3.2 ASSOCIATE INVESTIGATOR:
  3.3 MEDICAL MONITOR:  Section may be deleted if study is no greater than minimal risk. Minimal risk is defined as “the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical and psychological examinations or tests”.
The medical monitor is required to review all unanticipated problems involving risk to subjects or others, serious adverse events and all subject deaths associated with the protocol and provide an unbiased written report of the event.  At a minimum, the medical monitor should comment on the outcomes of the event or problem, and in the case of a serious adverse event or death, comment on the relationship to participation in the study.  The medical monitor should also indicate whether he/she concurs with the details of the report provided by the study investigator.  Reports for events determined by either the investigator or medical monitor to be possibly or definitely related to participation and reports of events resulting in death should be promptly forwarded to the USAISR Regulatory Compliance and Quality office who will forward the report to the BAMC IRB.
  3.4 TECHNICAL STAFF:
4.0 LOCATION OF STUDY: Cite specific location. E.g. On FOB _______, or  at the Combat Support Hospital located on COB/FOB _____, etc. Do not name specific hospital units, as they rotate)
5.0 TIME REQUIRED TO COMPLETE STUDY: (State the month and year of expected start and 
completion of study  Include sufficient time to complete data analysis.)
 5.1 Expected Start Date:

 5.2 Expected Completion Date: 

 6.0 INTRODUCTION/PURPOSE: (Begin with your problem statement, then include a brief but specific statement to include, where applicable, type of study, (double blind, crossover, etc.), medications or devices to be used, and subject population to be studied. End with your purpose statement).
 6.1 OBJECTIVES:  A brief but specific statement of project objective (s). Objectives are the broad outcomes or long-term objectives expected as a result of this study.
 6.2 HYPOTHESIS/Research Question(s):  A clear and concise statement of exactly what assertion will be tested such that it can be accepted or rejected at the end of the study. This will guide your data analysis plan. State the specific hypotheses or research questions you wish to test. (For example you could use the following research question: 1) Are there differences in the rate of remission of disease X between groups treated with drug Y and placebo. This could be stated as a hypothesis: 2) There are statistically significant differences in the rate of remission between groups treated with drug Y and placebo, or stated as a null hypothesis 3) there are no differences in the rate of remission between groups treated with drug Y and placebo. Alternatively, if it is a descriptive study, state the research question(s) and what will be described or defined
6.3 SPECIFIC AIMS:  Relate the specific aims to the broad, long- term objectives. For each objective, list the specific aim(s). How will each objective be accomplished? 
6.4 MILITARY RELEVANCE AND MEDICAL APPLICATION:  With regards to military needs and mission requirements this paragraph should provide a brief and succinct military justification for the research. Please justify why the research can only be conducted in theatre and not in another location,. State concisely the importance and health relevance of the research described. Explain briefly the necessity to perform the study, procedure, or the medical importance and possible usefulness of the study in the military. State the practical application(s). Significance is often demonstrated using numbers affected, cost of care, impact on quality of life, etc.
6.5 LITERATURE SEARCH:  State where the lit search is filed.  Must search last 10 years.
 6.5.1.         Literature Sources Searched:  DTIC and MEDLINE. 
 6.5.2.        Date of search:

 6.5.3.        Key Words of Search: 
 6.5.4
Period of literature searched:

6.6 Background/ Review of the Literature: Briefly describe the background leading to the

present study. Summarize the scientific literature or experience in the proposed area of study. Critically evaluate existing knowledge, and specifically identify the gaps that the project is intended to fill. State how the study will relate to or differ from that which has been accomplished. The review of literature should justify your study procedures, methods, and selected measures. Refer to and list all pertinent references in the bibliography.  
  7.0  INVESTIGATIONAL PLAN:

  7.1 DESIGN:  This section should contain the formal plan and directions for the study to verify or

  reject the stated hypothesis. Include a general description of the methodology you will use to conduct the study.(IE: retrospective, prospective, cross-sectional, longitudinal, descriptive, interventional, etc). Outline what is proposed to be conducted in sufficient detail to allow for replication of the study. Show a clear course of action and a clear definition of the end points (outcomes).  Chronological steps should be stated.  Mention randomization and/or blinding as appropriate. 
  7.2 SELECTION OF SUBJECTS:  Participants in a research study may or may not be patients.  
 Use  the word "patients," or "subjects" as appropriate Include the number of subjects for each group.  The following sections will describe the sample, the method of recruitment, and the consent process.
   7.2.1. Subject Inclusion:  Subjects meeting all of the following criteria may be enrolled in the study.: Cite specific reasons for inclusion to include, as appropriate, age range, gender, diagnostic criteria for entry, and any diagnostic evaluations before entry such as x-rays physical examination, medical history, hematology, chemistry, etc
7.2.2. Subject Exclusion:  Subjects meeting any of the following criteria will be excluded from participation in the study: a complete listing of subjects, diseases, or medications that are excluded from the study.  If members of one gender or pregnant or nursing women are excluded, state why.

7.3 SELECTION OF CONTROL SUBJECTS:  (Enter N/A if not applicable)
7.3.1. Control Subject Inclusion:  How many control subjects meeting all of the following criteria may be enrolled in the study: specific reasons for inclusion should be presented, including (as appropriate), age range, gender, diagnostic criteria for entry, and any diagnostic evaluations before entry such as x-rays, physical examination, medical history, hematology, chemistry, etc.

7.3.2. Control Subject Exclusion:  Control subjects meeting any of the following criteria will be excluded from participation in the study:  a complete listing of subjects, diseases, or medications that are excluded from the study.  If members of one gender, or pregnant or nursing women are excluded, state why.
7.4 RECRUITMENT PLAN: Describe the source of volunteers and method of recruitment including any advertising. If you are recruiting via email, include email text in Appendix A and where you will get the email addresses from, and how ofter you are sending the advertisement. Where will you perform recruitment procedures/hang flyers at? Who will conduct the recruitment? How will you avoid coercion?  
7.5 INFORMED CONSENT PLAN:  Describe how you are approaching informed consent. Every effort must be made to obtain informed consent. Request a waiver of informed consent only if there is a window of opportunity that must be met. However at the first opportunity, obtain an informed consent. Therefore, your protocol may contain more than one approach to inform consent.

When obtaining consent, include who will conduct the process, as well as how, where and when it will be conducted. How will you ensure confidentiality/anonymity if applicable or requested by the particpant? Surrogate consent is not allowed.  At the end of the paragraph insert, "Only those subjects (and participants in the control group if applicable) who can give their own consent without dependence on surrogate consent will be enrolled in this study."
7.51 Waiver of Informed Consent (if applicable)
If you intend to conduct the study under a waiver of informed consent,  address each one of the following issues as it is pertinent to your research proposal:
 The research involves no more than minimal risk to the subjects.  (In medical records research, 

 risk is primarily psychosocial in nature, attendant on breaches of privacy and confidentiality.)

 The waiver will not adversely affect the rights and welfare of the subjects.  Explain how or why 

 the waiver will not adversely affect the rights and welfare of the subjects, e.g. the subjects are no 

 longer living.

The research could not practicably be carried out without the waiver. Explain why the research 

 could not be carried out without the waiver of informed consent. E.g. it is impossible to contact the 

 subjects or some of the subjects may no longer be alive. 

Whenever appropriate, participants will be provided with additional pertinent  information after their participation.

7.52 REQUEST FOR ALTERNATE FORM OF CONSENT: Identify how you plan to obtain informed consent with an alternative method IE: reading a consent script or including a cover letter on a survey. The alternative methods must still provide the same information that is found in the informed consent.
7.5. PREGNANCY:  If US pregnant women will be excluded from the study provide an explanation:
SUGGESTED TEXT:  Pregnant women will be excluded from the study for physiological reasons (list them IE: pregnancy will affect thyroid function and therefore bias the outcomes of this study). A serum or urine pregnancy test will be done 48 hours prior to the start of the study to ensure the individual is not pregnant. The female subject will be instructed on the need to use a method of birth control or abstain from sexual relations during the study.

SUGGESTED TEXT:  Pregnancy during deployment is rare, as pregnant women are not deployed to theater and women who become pregnant in theater are evacuated immediately. It is therefore unlikely that pregnant women will be recruited in the study. 

7.6. DESCRIPTION OF STUDY PROCEDURES:  This should be supported by the review of literature. Describe in detail the medical procedures or treatment, pharmacological intervention, behavioral health intervention, etc that you are proposing to implement in this study. Include any of the following information if it pertains to your protocol:

 Fully describe the technique or procedure that is being studied.What is the medication, treatment, behavioral health intervention etc that you are proposing?. List the strength and dosing of the intervention, IE: strength of drug and administration schedule, or length of therapy sessions and how many times a week/month/year the participant will receive, etc. 

Indicate what evaluations/data collection occurs during and following the procedures.  A project schematic diagram or timeline that indicates the intervention schedule and data or specimen collection points should be used if possible.  Include any of the following if they are required in your protocol and, indicate who will perform the following steps:
7.6.1. Specimen Collections: If not applicable, state N/A. Which ones, e.g., blood, urine, biopsies, etc.; collection schedule; amounts; processing; labeling; storage; tests, assays or evaluations to be made on the specimens; and disposition. Tissue specimens cannot be collected for future known or unknown use without specific consent by the subject.
7.6.2. Clinical Assessments: If not applicable, state N/A.  Include criteria for decisions about diagnoses; grouping; procedure assignments; which vital signs and their schedule; follow‑up procedures, if appropriate.

7.6.3 Data collection: If not applicable, state N/A. What data will be collected when? List your data points. For example, indicate what will be collected and at what time such as pre-intervention, post-intervention, longitudinally. If you are using instruments or surveys, list each instrument and the validity and reliability measures of each one. Your literature review should justify your choice of instruments/data points you have chosen to collect. Describe how you will administer each survey. Include data collection sheets and any instruments/surveys you are using to collect data in Appendix _____.

7.6.5. Departure from Protocol for Individual Subjects: Flexible but definitive criteria for what will exclude them from the study, what will not, and how that will be handled. Include this information in the informed consent if applicable.  If the protocol itself is to be modified, describe the alternative procedures to be used or whether an addendum or a new protocol will be submitted.

8.0 IDENTIFICATION OF RISKS AND BENEFITS: 
Careful distinction must be made to separate which are incurred by entering the study versus those the 

participants would incur if they did not enter the study.  Risks include those incurred by elements added to 

standard care and those from withholding any elements of standard care.  Protocol reviewers must be able easily to identify the boundaries between practice and research with regard to all participants, including placebo or other control groups in the given study.

  Where possible, state what steps will be taken to minimize risk and discomfort for human subjects.

Ethical obligations to the investigator include making the distinction between standard and experimental

 elements, doing no harm, minimizing possible risks, and maximizing possible benefits.

If there are no benefits to the individual, state as such.  This section is mandatory.
9.0 Adverse Events and Unanticipated Problems: must include the following verbatim
· An adverse event is defined as any untoward or unfavorable medical occurrence in a human subject, including any abnormal sign, symptom, or disease, temporally associated with the subject’s participation in the research, whether or not considered related to the subject’s participation in the research.

· Unanticipated problems involving risks to subjects or others are any incident, experience, or outcome that meets all of the following criteria:

· unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied; 

· related or possibly related to a subject’s participation in the research; and

· suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) related to the research than was previously known or recognized.

· Unexpected adverse events are any adverse event occurring in one or more subjects in a research protocol, the nature, severity, or frequency of which is not consistent with either:

· the known or foreseeable risk of adverse events associated with the procedures involved in the research that are described in (a) the protocol-related documents, such as the IRB-approved research protocol, any applicable investigator brochure, and the current IRB-approved informed consent document, and (b) other relevant sources of information, such as product labeling and package inserts; or

· the expected natural progression of any underlying disease, disorder, or condition of the subject(s) experiencing the adverse event and the subject’s predisposing risk factor profile for the adverse event. 

· Only a small subset of adverse events occurring in human subjects participating in research are unanticipated problems that must be immediately reported to the IRB.

· All adverse events occurring at participating institutions will be assessed by the Principal Investigator to determine whether an adverse event is an unanticipated problem.  To determine whether an adverse event is an unanticipated problem, the following questions should be asked:

· Is the adverse event unexpected?

· Is the adverse event related or possibly related to participation in the research?

· Does the adverse event suggest that the research places subjects or others at a greater risk of harm than was previously known or recognized?

If the answer to all three of these questions is yes, then the adverse event is an unanticipated problem and must be reported to the IRB as follows:

· UPIRSOs will be reported within 24 hours of learning of the event via e mail to the IRB and USAISR RCQM.  This will be followed by a written report to the IRB through RCQM within 10 working days.

· All other unanticipated problems will be reported to the IRB within 10 working days of the event through USAISR RCQM.

· As applicable, RCQM will notify MRMC Office of Research Protection Human Subject Research Review Board.  Unanticipated problems involving risk to volunteers or others, serious adverse events related to participation in the study and all volunteer deaths related to participation in the study should be promptly reported by phone (301-619-2165), by e-mail (hsrrb@amedd.army.mil) or by facsimile (301-619-7803) to the U.S. Army Medical Research and Materiel Command’s Office of Research Protections, Human Research Protections Office.  A complete written report should follow the initial notification.  In addition to the methods above, a complete report can be sent to the U.S. Army Medical Research and Materiel Command, ATTN:  MCMR-ZB-P, 504 Scott Street, Fort Detrick, Maryland 21702-5012.

· Regardless of whether or not the adverse event is an unanticipated problem, all adverse events must be reported to a monitoring entity. 

· All adverse events will be recorded on a tracking log.  A tracking log of all adverse events occurring to participants of a study will be turned in to the IRB as part of the Annual Review of the protocol.

10.0 MEDICAL CARE FOR RESEARCH RELATED INJURY: Include the following in the protocol.

 If volunteers are injured as a result of taking part in this study, medical care for the research related injured

  will be provided at no additional cost to the subject.

11.0  CONFIDENTIALITY: Give a description of how personal information, research data, and related records will be coded,  stored, etc., to prevent access by unauthorized personnel.

If applicable, state if and when individual responses to survey questionnaires will be destroyed, following analyses of the data. For online data collection services, such as SurveyMonkey, please contact the DC2RT or ISR for guidance.

The following sections will describe the nature and location of the database(s) to be used in the research, the method of extraction of data from the database(s), whether the extracted data are recorded (on paper or electronic medium) with subject identifiers that permit the potential association of recorded data elements with identifiable individuals, and the nature of the identifiers.

If a section is not applicable, enter N/A.

11.1 NATURE AND LOCATION OF DATABASE(S):   Identify the database of interest and source, type of study, and type of subject population to be observed.  Please attach a printed copy of the datasheet you are going to use to record the extracted data or provide a list under DATA COLLECTION section of the specific information required.
11.2 RECORDING OF EXTRACTED DATA WITH IDENTIFIERS:  Describe the direct identifiers used, if any (e.g., name, medical record number, social security number).  Describe the indirect identifiers used (e.g., unique study identifier, encrypted/coded identifier).

11.3 LOCATION OF EXTRACTED AND RECORDED DATA:  Describe where the medium containing the recorded data used for analysis/evaluation is going to be kept, and enumerate the measures utilized to secure it from unauthorized access.  Examples: locked file for paper records, password-protected PC and electronic files, encrypted electronic files, firewall for network computers.

11.4 TRANSMISSION OF EXTRACTED DATA FOR COLLABORATIVE RESEARCH OR TO CONUS:  If you are going to transmit extracted data electronically to collaborators or to yourself or a PI or AI in CONUS, describe the necessity for the inclusion of identifiers and the general security measures, such as encryption of data, you intend to employ.

11.5 LINKAGE OF EXTRACTED DATA TO OTHER DATABASES:  Provide details concerning these databases and the mechanism of linkage.

11.6 STATUS OF THE EXTRACTED DATA AFTER COMPLETION OF THE RESEARCH STUDY:  Describe what you are going to do with the extracted data after completion of the project.  Examples: deletion of data set, removal of identifiers and where information will be stored and for how long.

Mandatory Text:

When the results of the research are published or discussed in conferences, no information will be included that would reveal the subject's identity.  Records of the subject's participation in this study may only be disclosed in accordance with federal law, including the Federal Privacy Act, 5 U.S.C. 552a, and its implementing regulations.  DD Form 2005, Privacy Act Statement-Health Care Records, contains the Privacy Act Statement for the records.  By signing the consent form document, the subject gives permission for information gained from participation in this study to be published in medical literature, discussed for educational purposes, and used generally to further medical science.  The subject will not be personally identified; all information will be presented as anonymous data.

Include if applicable:  If photographs, videos, or audio tape recordings of the subject will be used for educational purposes, the subject's identity will be protected or disguised.  [Describe how personal identities will be shielded, disguised, etc.]

Authorized representatives of the U.S. Army Institute of Surgical Research, the Brooke Army Medical Center Institutional review Board, the US Army Medical Research and Materiel Command, Office of Research Protection or other federal agencies may need to review records of individual volunteers.  
12.0  DETERMINATION OF NUMBER OF SUBJECTS REQUIRED: Up to (how many) subjects and (how many) control subjects will be enrolled in this study.  (Explain how the total number of subjects required was determined.  Sufficient information should be provided to show the number of subjects required is the minimum needed for scientific validity.  The number of subjects needed for controls or technique development should be included.  Include a power analysis when applicable.)
13.0 DATA ANALYSIS PLAN:  Describe what data (outcome measures) will be compared for each research question, and with what method, statistical or other methodology as appropriate. Give the statistical method(s) proposed for the evaluation data per hypothesis or research question. How will you answer each research question through statistical analysis?  State what variables will be compared, related, or otherwise assessed.

 14.0 BIOHAZARDS/SAFETY: If not applicable, list N/A.  Provide a list of any potential biohazards, e.g., viral agents, biologicals, toxins, radioisotopes, ionizing radiation for research purposes, oncogenic viruses, chemical carcinogens, etc.  Explain any safety precautions or programs designed to protect personnel from biohazards and any surveillance procedures in place to monitor potential exposures. Consult the Infection Control Nurse or Infectious Disease personnel for any additional requirements
15.0  IMPACT STATEMENT:  Describe support  required from any other areas, e.g. another CSH, the lab etc. See Appendix ___)
16.0  BIBLIOGRAPHY: 

 17.0  BUDGET: State if funds will be required to conduct this study. Where are the funds coming from? What will the funds be used for? If materials are being donated or gifted state so.
APPENDIX A

ADVERTISEMENT FLYER

AND 
RECRUITMENT  SCRIPT
Whatever advertisement or recruitment script you plan to use to obtain potential subjects must be approved word for word by the IRB. Once the statement is approved, you may not change it except through an addendum submitted to the IRB. The IRB must also be told how you plan to advertise for the recruitment. Include the actual copy of your final recruitment flyer. Include email recruitment scripts as applicable. Also include “reminder” email scripts as applicable. For online data collection services, such as SurveyMonkey, please contact the DC2RT or ISR for guidance.
APPENDIX B

DATA COLLECTION SHEET/LIST OF DATA FIELDS
CASE REPORT FORMS

AND/OR

INSTRUMENTS (IE: Survey tool or validated instrument)

APPENDIX C

IMPACT STATEMENT

PROTOCOL TITLE/NUMBER: 

PRINCIPAL INVESTIGATOR:








DEPARTMENT/FACILITY IMPACTED:
ASSISTANCE REQUESTED: List what support is requested from department or facility ie laboratory services requested to run lab samples, will require staff and supplies to collect specimens.
TOTAL NUMBER OF PATIENTS/SUBJECTS TO BE STUDIED:  

LENGTH OF STUDY: 

NUMBER OF SAMPLES/ACTIVITIES PER MONTH:

FUNDING REQUIREMENT: 

 Approved, no comment.

 Approved with comment.

 Disapproved, cannot support activity.


Rank/Grade


Chief, Department


Facility

APPENDIX D

Letter of Support (Example for Garrison Commander of COB/FOB)

Memorandum for Record






Date:
SUBJECT: Conduct of Research Study on COB/FOB ______

1. The undersigned has read the attached abstract for the research study, “________________________” to be conducted by (list On-Site PI).

2. The undersigned supports the conduct of the research study at FOB/COB _____________ pending IRB-approval. 

3. The undersigned understands that the research study will recruit XXX participants at the (gym, DFAC, PX, etc). 

4. The undersigned understands that research participation is entirely voluntary.

5. (List the on-site PI) is entirely responsible for the conduct of this study at COB/FOB_____. She/he can be reached at (list email and in-theater phone# ).

6. Point of contact is the undersigned, DSN:xxx-xxx-xxxx or email:

Signature block of Garrison Commander/COB/FOB Mayor

Revised AUG 09


