(Note: words that appear in italics on your screen should be replaced with the appropriate language for your study, used when applicable, and deleted when no longer needed)

(Throughout this document, you may cite page and paragraph numbers from grants, company-written, or oncology group protocols.)
BAMC/WHMC

PROTOCOL FOR CLINICAL INVESTIGATION -- HUMAN
1.0  Title:  (You may include the collaborative institution’s protocol number in the title if required.)
2.0  Principal Investigator (PI):  State first and last name, grade, service branch, corps, specialty, staff/resident/fellow, department, office symbol, phone and beeper number. Include CV with proposed protocol.  
2.1   Associate Investigators (AI):   State first and last name, grade, service branch, corps, specialty staff/resident/fellow/civilian, location, department, office symbol, e-mail, phone and beeper number.

If this is a joint study, list the Point of Contact-Associate Investigator (POC-AI) at the other site(s) and the information listed above for that individual.  Other investigators and assistants are listed in Section 13.
3.0  Location(s):  List all facilities participating in this study (except for oncology group and drug company studies).
4.0  Research Plan (Complete sections 4.1 - 4.10 below)
4.1  Purpose:  List the broad, long-term objectives of the study.  (For Example:  The purpose of this study is to improve the long term survival of patients with disease X by evaluating the impact of a new investigational drug designed to reverse the effects of X on the Z system)
4.2  Hypotheses/Research Questions:  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 as a null hypothesis:  3) There are no differences in the rate remission between groups treated with drug Y and placebo.)
4.3  Significance: State concisely the importance and health relevance of the research described by relating the specific aims to the broad, long-term objectives.  State the practical application(s).  Significance is often demonstrated using numbers affected, cost of care, impact on quality of life, etc.
4.4  Military Relevance: With regard to military needs and mission requirements (e.g. Readiness, TriCare, Build Health Communities), this paragraph should provide a brief and succinct military justification for the research. (e.g. benefit healthcare of military medical care beneficiaries).
4.5  Background/ Review of Literature:  Briefly describe the background leading to the present study. Critically evaluate existing knowledge, and specifically identify the gaps that the project is intended to fill.  If the study is an early trial of an experimental drug or device, give information on animal and human safety and/or toxicology, if available.
4.6  Research Design and Methods:   State in detail how will the research be designed to answer the hypotheses/research questions.  Be very specific as to who will perform what procedure, how each procedure will be performed and sequence of the procedure in the overall study.  Be sure to indicate whether or not the specific procedures are “Standard of Care” (would be done even if the subject was not included in the study). Define what measurements (operational definitions - independent and dependent variables) the study will evaluate to answer the research question. 
If Applicable:  Drug studies must contain specific information about drug therapy [dosage, times administered and route--IV, oral, IM].  
If Applicable:  Provide information on collaborative efforts with medical schools, drug companies, other researchers, etc.  Collaborative protocols should clearly delineate the responsibilities among the various institutions or groups.
If Applicable Add: “All specimens kept at WHMC/BAMC will be handled and disposed of in accordance with federal regulations.”

4.7  Source of Research Material: Identify the sources of research material obtained from individually identifiable living human subjects in the form of specimens, records, or data.  Indicate whether research material will be collected as standard care or will be obtained specifically for research purposes.
	Source of Research Material
	Standard Care? (Y/N)

	Example: Blood Sample - CBC
	Y

	Example: Blood Sample - Drug level
	N

	Example: Quality of Life Survey
	N

	Example: Outpatient Record
	Y


4.8  Instrumentation (as applicable):

For Measurement Equipment:  Describe the accuracy and precision of equipment you plan to use to measure the outcome variables.  In some cases, this information is available in the manufacturers brochure, or the person operating the device may be able to give you the accuracy information.

For Surveys, Questionnaires or other psychometric tools:   include information on the reliability and validity.  You must also include a copy of your survey/questionnaire/etc. as part of this protocol.
4.9  Inclusion/exclusion criteria:  Describe the characteristics of the target population, including their anticipated  age range, and health status.  If exclusion criteria are based on race, gender or age  for other than obvious reasons (i.e.  disease state:  sickle cell anemia, breast cancer, prostate cancer), specific justification for exclusion of these groups is required.  (i.e.,  endangerment to this group of patients or inclusion is of major detriment to scientific merit of the study)


4.10  Number of Subjects:  State only what is applicable.

TOTAL NUMBER OF SUBJECTS (nation-wide/study-wide)
_____

Number of subjects planned for BAMC


_____

Number of subjects planned for WHMC


_____

Number of subjects planned for (specify institution)

_____

5.0  Human Subject Protection (Complete sections 5.1 - 5.6 below)
5.1  Recruitment:  Describe how subjects will be recruited and the consent procedure (include, circumstances under which consent will be sought and obtained).  As a reminder, only primary/associate investigators and qualified research assistants identified in section 13 and approved by the IRB may obtain informed consent.  The principle investigator will identify and obtain approval from the IRB before authorizing additional individuals to obtain informed consent.  Include all promotional material (flyers, ads, etc.) with the Informed Consent Document.
5.2   Benefits: Describe any benefit to the subject or others that may be reasonably expected from the research.

If surrogate consent is obtained (e.g. minors or incapacitated adults): the investigator must delineate how this research study is intended to benefit all subjects.  (As required by 10 USC 980).  If there is not potential to benefit (such as being placed in the placebo arm of a randomized study), their participation cannot be approved.
5.3  Risks: Describe the potential risks or discomforts (physical, psychological, social, legal or other) and assess their likelihood and seriousness.  

5.4  Safeguards for Protecting Subjects:  Describe the procedures for protecting against or minimizing potential risks, including risks of confidentiality and assess their likely effectiveness.  Where appropriate, discuss provisions for assuring necessary medical or professional intervention in the event of adverse effects to the subject (not to be confused with adverse event reporting).  Also where appropriate, describe the provisions for monitoring the data collected to assure the safety of the subjects.
5.5  Risk:Benefit Assessment:  Discuss why the risks to the subjects are reasonable in relationship to the anticipated benefits to the subjects (if applicable) and in relation to the importance of the knowledge that may reasonably be expected to result. 

5.6   Alternatives:  Describe alternative treatments and procedures that might be advantageous to the subject.
6.0  Data Analysis:  Describe what data (outcome measures) will be compared for each research question, and by what method (statistic or methodology as appropriate).  Be specific.
7.0  Sample size estimation/power analysis (if applicable).  State the anticipated: effect size, alpha level and normal variation of data.
8.0  Duration of Study: (remember to account for the following, as applicable: Order/Delivery of Equipment/Supplies; Testing/Validation of Equipment/Methods; Training/ Education of Investigators/Support; Data Collection; Data Analysis; Results; Publication/Presentation; and Protocol Closure)
Approximate duration of the study: _________ months/years
9.0  Funding:
10.0 Staff Monitor (for resident and fellow projects) - State first and last name, grade, service branch, corps, specialty staff/resident/fellow/civilian, location, department, office symbol, phone and beeper number of person responsible for monitoring the PI.
11.0  Research Assistants (authorized to obtain informed consent from subject) State first and last name, grade, service branch, corps, specialty staff/resident/fellow/civilian, location, department, office symbol phone and beeper number (and agency as applicable).  (Include enough information to demonstrate individual(s) are qualified to obtain informed consent for this research study.)
12.0  Bibliography:

13.0 Support Services Required (Impact Statement/Letter of Support): In addition to the information below, a letter of support (Impact Statement) between the investigator and each support service used must be filed with the protocol office prior to the start of the study.  if the proposed protocol is a joint BAMC/WHMC protocol, letters from support services from each facility are required.  Include only information on areas of  support needed.
14.0 Use of Investigation Drugs: (if applicable, if study does not involve use of an FDA regulated investigational drug or biologic, put “N/A” here and delete a & b).
a.   Generic Name and IND Number:

b.   Holder of the IND Number:
15.0 Use of Investigational Devices: (if applicable, if study does not involve use of an FDA regulated investigational device, put “N/A” here and delete a-c)
a.  Device Name, Description, IDE Number:

b.  Manufacturer (Name and complete address):

c.  Holder of IDE Number:

16.0  Signature Section:  
16.1  Principal Investigator
I am aware that I am not authorized to accept any funds or other form of compensation for conducting research.  All subjects will be treated in compliance with all applicable organizational, service, DoD and Federal regulations, and all applicable FDA and HHS guidelines.

Signature block of principal investigator
Date of Protocol Submission: ____________ (before approval)

----------------------------------------------------------------------------------------------------------------------------------------

16.2 Associate Investigator Signature Page
(List each associate investigator name/signature block and collect their signatures for protocol submission)
I have read the above protocol and agree with its content.  All subjects will be treated in compliance with all applicable organizational, service, DoD and Federal regulations, and all applicable FDA and HHS guidelines.

___________________________________



Date ________________

Associate Investigator







Rank, Name, Corps                          

Title                                                  

Service/Department
___________________________________



Date ________________

Associate Investigator







Rank, Name, Corps                          

Title                                                  

Service/Department

___________________________________



Date ________________

Associate Investigator








Rank, Name, Corps                          

Title                                                  

Service/Department

___________________________________



Date ________________

Associate Investigator








Rank, Name, Corps                          

Title                                                  

Service/Department

___________________________________



Date ________________

Associate Investigator






 

Rank, Name, Corps                          

Title                                                  

Service/Department
16.3  PI’s Service Chief (BAMC)







I have considered this protocol and am able to approve (for BAMC use “Service” or for WHMC use “Squadron”) personnel and resource support.  I understand that I will be the point of contact for correction of deficiencies should the principal investigator fail to meet the requirements agreed to in the Letter of Compliance.

Signature block of Service Chief





Date _____________

--------------------------------------------------------------------------------------------------------------------------------------

16.4  Scientific Merit Review:  This protocol has been reviewed and found to have sufficient scientific merit for consideration by the Institutional Review Board.






JENICE N. LONGFIELD






Date____________

COL, MC

Chief, Dept Clinical Investigation 

--------------------------------------------------------------------------------------------------------------------------------------

16.5 Joint Study Use this block if submitting a Joint BAMC/WHMC protocol.  Complete both the POC-AI and Joint Service/Squadron parts.
I agree to act as the Point of Contact-Associate Investigator (POC-AI) at (insert either BAMC or WHMC).

Signature block of Point of Contact-Associate Investigator



Date___________

AND
If the PI is assigned to one organization, this signature demonstrates approval by the other institution’s service that the study can be supported.  For example, if the PI is assigned to BAMC Surgery Service, the WHMC Surgery Squadron commander would sign this block.
I have considered this protocol and am able to approve (for BAMC use “Service” or for WHMC use “Squadron”) personnel and resource support.

Signature block of Joint Service Chief or Squadron Commander 


Date___________

PAGE  
1
JOINTPROT.DOC



March 2004


