USU FORM 3214

ANATOMICAL MATERIAL RESEARCH PROTOCOL

	PROTOCOL NUMBER: 
	
	(OSP will assign number)


USU Academic Department:  _________________
Submission Date: _______________
MEMORANDUM FOR CHAIR, ANATOMICAL MATERIALS REVIEW COMMITTEE
SUBJECT:  Application and Request for Approval of Anatomic Material Use Research 



Protocol
Check your billeted assignment:  ___USU, ___WRAMC, ___NNMC, ___MGMC;
Other, please specify: _______________________________________
PROTOCOL TITLE:
GRANT TITLE (if different from above; if none state “None”):
FUNDING AGENCY (if none or unfunded state “None”, otherwise identify funding source[s]):
EARLIEST ANTICIPATED FUNDING START DATE:
PRINCIPAL INVESTIGATOR:*
________________________________________________
 
_________      
  Principal Investigator’s Typed Name and Signature


      Date

_____________________________________________________
__________

   USU Department Chair’s Typed Name and Signature                           
     Date       

*Note:  See Paragraph 1.2.
1.  GENERAL INFORMATION:
[Please Note:  All responses are left justified, Times New Roman font, and 12 pitch. Please delete or type over all non-bolded notes and instructions included as guidance under each topic or section. All the bolded section headings of this template are to be retained and completed in the final protocol.  Answer NA to any subsection that is not applicable.]
1.1 Protocol Title: 

1.2 Principal Investigator: 
[A uniformed or civilian individual who is assigned to, or employed by, USU may serve as the Principal Investigator (PI).  A PI is responsible for the innovation, study design, generation and analysis of data, and presentation of reports in the performance of the protocol.  All other individuals who wish to conduct the research at USU will need to designate an individual who meets the above qualifications as a PI or obtain PI eligibility through his/her USU Academic Chair and Dean’s Office.  The Office of the Vice President of Research (VPR) can provide procedural guidance.  Provide a current CV for the Principal Investigator.]
Military: Rank, Name, Corps, Degree(s)

Civilian: Name, Degree(s)
Title:
Assigned Organization:

Department:
Phone Number:
Pager Number:
Fax Number:
E-mail address:
USU Billet No.: (if applicable)
1.3 Associate Investigators: (add as many as needed)   
[All other responsible USU personnel involved in the study are designated as ‘Associate Investigators.’  Provide current CVs for all Associate Investigators.]

Military: Rank, Name, Corps, Degree(s)

Civilian: Name, Degree(s)

Title:
Assigned Organization:
Department:
Phone Number:
Pager Number:
Fax Number:
E-mail address:
USU Billet No.: (if applicable)
Military: Rank, Name, Corps, Degree(s)

Civilian: Name, Degree(s) 

Title:
Assigned Organization:
Department:
Phone Number:
Pager Number:
Fax Number:
E-mail address:
USU Billet No.: (if applicable)
1.4 Collaborating Personnel:  (add as many as needed)   
[All other personnel outside USU are designated as ‘Collaborating Personnel.’ Provide a letter of support and a CV for all collaborating personnel.]
Military: Rank, Name, Corps, Degree(s)

Civilian: Name, Degree(s) 

Title:
Assigned Organization:
Department:
Phone Number:
Pager Number:
Fax Number:
E-mail address:
USU Billet No.: (if applicable)
2.  ABSTRACT:
[The Abstract should be brief and concise (preferably no more than ½ page in length).  Summarize the study purpose, research design and methodology/technical approaches.] 

2.1 Purpose:
2.2 Research Design: (e.g., observational, open-label, double-blinded, prospective, randomized control trial, etc.)

2.3 Methodology/Technical Approach: (including the number and identification of anatomic specimens to be studied.)
3.  OBJECTIVES AND SPECIFIC AIMS:
[State your research objective(s) in clear and concise scientific language, including the nature and number of anatomic specimens that will be used, research hypothesis(es), and expected outcome(s), if any.  Be sure the research objectives are consistent with your subsequent Plan and Data Analysis sections.]
4.  MEDICAL APPLICATION/ MILITARY RELEVANCE:
[Explain the medical importance and possible usefulness of the results of this study.  Identify the military relevance, as appropriate.]
5.  BACKGROUND AND SIGNIFICANCE:
[The main reason that proposals are tabled by the review committee is not lack of scientific merit, but because key information is missing or difficult to interpret. Your proposal should be written so that it can stand alone. To facilitate the AMRC’s understanding of your proposal, write so that your discussion is understandable to persons who do not specialize in your area of interest as well as to non-scientific persons.]
5.1 Summarize recent literature and provide preliminary data and/or findings.  Cite references, if any.]
5.2 [As appropriate, provide scientific justification for the conduct of this project; explain the study rationale and how it relates to the research questions/hypothesis to be tested.]
5.3 [Justify the use of cadaveric specimens in terms of why they are necessary for the conduct of this project.]
6.  STUDY PLAN:
6.1 Type and Number of Anatomic Specimens [State the type and number of anatomic specimens to be studied.]
6.2. Study Design and Methodology/Procedures  [Provide a brief statement about the type of study design (e.g., prospective, observational, open-label, double-blinded, randomized placebo controlled trial, parallel groups, cross-over, correlational design, etc.).  Provide a step-by-step plan describing your study procedures.]
6.3. Data Collection  [Describe what and how the data will be collected.  Provide a copy of data collection sheets, etc.]
6.4. Data analysis [Outline the plan for analyzing the data.  If applicable, address statistical analysis for each objective or specific aim in Section 3 and include any sub-group analyses (e.g., gender, age group, etc.). Specify statistical methods and variables for each analysis.  Discuss how potential confounding variables will be controlled in the data analysis.

7.  REFERENCES:
[List complete citations of the publications used to develop this proposal. Be sure that all references cited here are discussed and annotated in the text of the protocol. References should be numbered consecutively and listed in the order they are cited.]
8.  ROLE AND RESPONSIBILITIES OF EACH INVESTIGATOR AND COLLABORATOR:
[Provide a clear description of the role and responsibility of the PI, Associate Investigator, and Collaborator in the protocol.]
9.  TIME REQUIRED TO COMPLETE THE RESEARCH (INCLUDING DATA ANALYSIS):
Anticipated start date - 
Expected completion date -
10.  BUDGET:
Will any funding or other resources be provided?
Yes (    )   No (    )        

If yes, 
· Submit a budget page or provide detailed information about the transfer of funds/other resources. 
· Provide information about the sponsoring agencies through which a CRADA would be submitted.  
· Refer to the study site’s SOP to determine if a CRADA access fee will be required by the institution.

11.  EXTERNAL APPROVAL:
Has a protocol covering this research been submitted to another institution for review?  

Yes (    )   No (    )
If “yes,” please attach a copy of the approved protocol and documentation of the other institution’s approval.

12.  USU ACADEMIC DEPARTMENT CHAIR’S SIGNATURE:
I have reviewed this proposal, verify its scientific soundness, and endorse its submission to the Anatomical Material Review Committee for review and approval.

_____________________________


___________________
USU Academic Chair’s Signature



Date
Attachments (must be submitted with this form):

Budget page

CVs
USU Form 3208
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