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General instructions: These notes are designed to assist users with the accompanying on-disk Human Research Protocol Proposal.  Please fill in the data requested.  If an area does not apply to your proposal, type “N/A.” NOTE: Human research protocols are those, which involve the collection/analysis of data obtained either directly from individuals or indirectly from records or specimens.
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Type in all requested information (except shaded areas) including:

	Title
	Enter the full title of the proposal.

	CIP #
	Obtain CIP # from CID staff and type in.

	Principal Investigator*
	Enter all info for PI.

	Number of Human Subjects
	Enter the maximum to be enrolled in each category.

	IRB Review Section
	Will be filled in by CID staff.

	Retrovirology Research
	Type “YES” or “NONE”. 

	Investigational Drugs, Devices, or Biologics
	Enter the Drug/Device/Biologic - or type “NONE”.

	IND # or  IDE #
	Will be filled in by CID staff.

	Personnel/Environmental Hazards
	Enter hazard type including use of radiation or lasers – or “NONE”.

	Proposed Start Date/Duration
	Enter the start date and duration of study.

	Budget
	Fill in specific fiscal years and dollar amounts.

	CRADA/MOU
	Will be filled in by CID staff.

	Signatures
	Obtain original signatures for PI, Department Chair

	Principal Investigator* 
	Type in the name in box to left of “date.”.

	Department
	Enter in the PI’s Department Name.

	Department Chairman 
	Type the PI’s Chair’s name in box to left of “date.”

	Commanding Officer (if satellite site)
	If non-NMCSD facility, obtain signature from CO of satellite facility


· If PI is from another facility, use PI (A) (“PI for Administrative Purposes”)

Table Of Contents

Do not manually alter the Table of Contents (TOC).  After data has been added to this proposal, the TOC page numbers will display their original values ( until you update them (see next paragraph). 

►►►To update all page numbers in the TOC after inputting appropriate data: (1) place the cursor anywhere within the TOC, (2) press the F9 key (or Right Click and select “Update Field”), and (3) click “OK” to select “Update Page Numbers Only.”  The TOC should repaginate; if it does not repaginate, see CID staff for repair of file.

Header Information

A shortened title, the PI’s name, and the protocol (CIP) number must be entered into the existing header as a single line of text.  Double click on the header line at this time and make the changes.

I.  PROJECT SUMMARY

1. ABSTRACT:  Type a structured abstract in the box provided.  The abstract should not exceed ONE (1) page.  

- It should be ONE SUCCINCT PARAGRAPH, able to stand-alone and serve as a complete and accurate description of the proposed work when separated from the remainder of the proposal.  

- Clearly indicate which parts of the proposed work are NEW and will CONTRIBUTE TO MEDICAL/SCIENTIFIC KNOWLEDGE.

- Avoid summaries of past accomplishments (This abstract should include information from THIS STUDY ONLY, i.e., do not use background data from another protocol.

- Avoid the use of the first person (I, we)…

- Guidelines

Incorporate brief statements using lay language stating

1. The problem or issue addressed by the protocol
2. The hypothesis(es), specific aim(s), or/and the broad, long-term objective(s)

3.  The research design and methods for accomplishing the goal of the study

4.  For multi-year projects, identify specifically what portion of the study to be completed in each year

5. The potential impact or applicability of the anticipated results

6.  If applicable, the relevance and application of the proposed work to military personnel.

7.
Include a summary of the planned analysis of data

                    8.  Do NOT cite references

B.  Key Words:  Type key words in the boxes provided.  

1. List a maximum of 10 words used to search for similar and related research work through MEDLINE.

C.  Abbreviations Used:  Type all abbreviations and their meanings.

D.   Key Personnel:

1. Enter data specified in the column headings for each member of the study team.  (Each row is a separate record/table.)  

2. Delete extra rows in the table as follows:  With the cursor located anywhere on the row to be deleted, select “Table,” then select “Row” and finally, click on the delete icon (scissors).

3. Add more rows in the table as follows:  Place the cursor on the bottom row, select “Table,” then select “Insert Rows.”

E. Human Use Assurance Statement

1. Enter the name of each investigator listed on the Key Personnel page.  Obtain their 

 signature.

F.  Sub-Investigators:

1. Enter data requested.

        G.
Budget

1. Budget Summary:  Enter the applicable Fiscal Years (FYs) and dollar amounts.

2. Detailed Budget List:  List specific items individually and enter the total dollar amounts in each category.

II.  Project Description.  Use language that non-specialists can understand. Cite references by superscript number in order of appearance in the text.

A. Background And Significance:  Provide a detailed description (one to two pages) of the background to the proposal.

1. What led you to propose this study?

· Describe existing knowledge noting discrepancies, inaccuracies, and controversies.

· Identify the gaps in knowledge your project is intended to fill.

B.  Specific Objectives: State the specific question(s) the study will attempt to answer.
C.  Previous Work By You Related To Proposal:  

1. If none, state “None.”

2. Provide an account of the relevant studies or preliminary work conducted by the PI or AIs establishing the experience and competence of the team in the proposed area of work.  

3.      Include in the Appendix (as needed) reprints, preprints, figures, diagrams, etc. to demonstrate the investigators' experience and competence to perform the proposed work.  

D. Research Design:

1. General Approach:  List all methodological words that indicate the broad techniques and approaches that will be used in the proposed work.  Examples: retrospective, prospective, chart review, randomized, blinded, cross-over, clinical trial, case-control

2. Methods:  Discuss in as much detail as possible the experimental design, methods and procedures planned to accomplish each specific objective of the project.  This discussion must be sufficiently detailed, including appropriate citations, to allow valid scientific review.  

3.     Retrovirology Research:  NOTE: If not applicable, type “N/A,” or if applicable:

· Provide any additional information not already presented in the methods section. 

· Ensure that all protocols have been reviewed and approved by BUMED HIV 



Program Division (MED-O2H) prior to IRB review. (Attach a copy of review.)

4.    Investigational Drugs/Devices/Biologics Research:  NOTE: If not applicable, type “N/A,” or if applicable:

· Describe in detail the proposed use of any investigational drug, device, or biological agent.  Note that this includes not only agents which are not FDA approved, but also agents which are FDA approved but are being studied for an “off label” indication, route, dose or combination, even when such use would be legal in an individual patient.   Such use requires an IND (investigational new drug) or IDE (investigational device exemption) from the FDA.

5.    Statistical Analysis: Explain how the sample size was derived, including statistical power calculations.  Explain the specific statistical technique(s) to be used to analyze data collected.

6.    Military Relevance/Operational Use:  

(    Describe any specific military or operational use for the proposed work.  If none, state “None.”

E.  Application To Use Human Subjects (Or Exemption):  This entire section must be stated in lay-language understandable by non-medical personnel.  Research involving the use of human subjects is any study that uses research material obtained for individually-identifiable living human subjects in the form of specimens, records, or data.  All such human research must be adequately justified.  Some studies may be exempted by the Institutional Review Board.  If your study involves only questionnaires, interviews, or strictly retrospective review of existing data where patient identifiers are not recorded, it may qualify for such an exemption.  If you think your study may qualify as exempt, check with CID before completing this section.
1. Subject Population:  Subject Population:. Describe the characteristics of the subject population, such as the anticipated number, age ranges, sex, ethnic background, military or civilian, military health beneficiary status, and health status.  The rationale for the use or exclusion of special classes of subjects, such as pregnant women, children, or others who are likely to be vulnerable must be explained.  Briefly state why the study should be performed in humans rather than an animal or in vitro model. 

Under separate headings, specifically list:

SUBJECT INCLUSION CRITERIA  

SUBJECT EXCLUSION CRITERIA 


2.   Protected Population:  women and children are protected populations.  Please list any 

                special safeguards, i.e., no women of gestational age will be enrolled into this study or a 

                pregnancy test will be performed before enrollment and the subjects must notify the            

                Principal Investigator immediately if they become pregnant.

3. Subject Recruiting: Describe plans for recruiting subjects and the consent procedures to be followed, including the circumstances under which consent will be sought, how subjects will be contacted, who (by name) will seek it, the information to be provided to prospective subjects, and the method of documenting consent.  Describe procedures for obtaining assent from minors if applicable.  Describe specific procedures for avoiding coercion of subjects to participate, especially of vulnerable populations.  Vulnerable populations specifically include active duty members, especially those in high stress training environments such as boot camp.  In addition to other specific measures, consider using the following:  “For research involving military personnel, unit officers and noncommissioned officers (NCOs) shall not influence the decisions of their subordinates to participate or not participate as research subjects.  Unit officers and senior NCOs in the chain of command shall not be present at the time of solicitation and consent during research recruitment sessions in which members of units under their command are afforded the opportunity to participate as research subjects.  When applicable, officers and NCOs so excluded shall be afforded the opportunity to participate as research subjects in a separate recruitment session.  At all such unit recruitment sessions, an ombudsman not connected in any way with the proposed research shall be present to monitor that the voluntary nature of participation is adequately stressed, and that the information provided about the research is adequate and accurate.” Subject Recruiting: Describe plans for recruiting subjects and the consent procedures to be followed, including the circumstances under which consent will be sought, how subjects will be contacted, who (by name) will seek it, the information to be provided to prospective subjects, and the method of documenting consent.  Describe procedures for obtaining assent from minors if applicable.  Describe specific procedures for avoiding coercion of subjects to participate, especially of vulnerable populations.  Vulnerable populations specifically include active duty members, especially those in high stress training environments such as boot camp.  In addition to other specific measures, consider using the following:  “For research involving military personnel, unit officers and noncommissioned officers (NCOs) shall not influence the decisions of their subordinates to participate or not participate as research subjects.  Unit officers and senior NCOs in the chain of command shall not be present at the time of solicitation and consent during research recruitment sessions in which members of units under their command are afforded the opportunity to participate as research subjects.  When applicable, officers and NCOs so excluded shall be afforded the opportunity to participate as research subjects in a separate recruitment session.  At all such unit recruitment sessions, an ombudsman not connected in any way with the proposed research shall be present to monitor that the voluntary nature of participation is adequately stressed, and that the information provided about the research is adequate and accurate.”
4. Experimental Procedure(s):  Briefly describe the experimental procedure(s) proposed to accomplish the specific objective(s).
5. Research Material Collected:  Identify the sources of research material to be obtained from individually identifiable living human subjects in the form of specimens, records, or data.  Indicate whether the material or data will be obtained specifically for research purposes, or whether use will be made of existing specimens, records, or data.  If data collection will be in conjunction with other accepted procedures, specify what, if any, portions of the data to be collected will be derived from experimental procedures.
6. Privacy:  Describe details for protecting subjects’ privacy.  Specify how anonymity will be maintained for any human data to be collected, including coding of data sheets.  Subject names and identifiers may not be associated with the data collected from the subject (coded data sheets should be used).  Consider applicable language below relative to experimental data, consent forms, and related documents:
“All documents relating to an individual’s participation in this study will be kept in a locked storage file to which only the Principal Investigator and designated assistants will have access. Computer data files will be stored in a password-protected computer system.  No individual medical records will be retained for this study.  At the end of the study, all data sheets will be destroyed/shredded and all other data will be stored in the Principal Investigator’s password-protected computer until data analysis is complete.”  

7.  Risks:  Describe any potential risks (listed from the most to the least significant):  physical, psychological/emotional, social or other, and assess their likelihood and seriousness.  Describe alternative treatments and/or procedures that might be appropriate for use on the subjects.  Delineate risks, which may be a normal part of treating an individual from those, which are performed solely for the purposes of the proposed study.  Assure that the risks listed in this section match those listed in the consent form.

8.  Radiation or Laser Exposure:  Will the subjects be exposed to radiation or laser use that is not part of their standard treatment?  If yes, specify and then send a copy of your proposal to the Radiation Safety Officer prior to submitting your protocol to CID.  Provide a written statement from the Radiation Safety Officer. 

9.  Justification of risks: Any anticipated benefits to the subject population must be 
specifically identified. Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and in relation to the importance of the knowledge that may reasonably be expected to result.

10.  Minimization of Risks:  Describe the procedures for protecting against or minimizing any potential risks, and assess their likely effectiveness.  Discuss provisions for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects.  Also, describe the provisions for monitoring the data collected to ensure the safety of subjects.

11.  Medical Monitor:  For all greater than minimal risk studies, a medical monitor must be named to oversee the safe and ethical conduct of the study by the investigators. The medical monitor must be a physician or dentist, may not be a member of the investigative team, yet must have sufficient expertise in the subject under study to provide meaningful monitoring.  The duties of the medical monitor must be specified and he or she must sign the protocol to indicate acceptance of the responsibilities and provide a current CV. Consider applicable sample language below:

“[This multicenter clinical trial will be monitored by the sponsor for protocol compliance and risk to the subjects.]  Dr. XXXX, LCDR, MC, USN will be the NMCSD medical monitor for this protocol to oversee the safe and ethical conduct of the study by the investigators, and has the authority to recommend suspension or any other steps deemed necessary to protect the subjects.to oversee the safe and ethical conduct of the study by the investigators. Dr. Smith will:

a. Monitor the consent process to ensure an absence of coercion

b. Monitor data collection and clinical outcome

c. Review all adverse event reports with comments from the PI and forward to 


the IRB with his/her own comments. Adverse event reports must be received


by the IRB within 5 working days of occurrence or reporting (within 1 


working day for serious adverse events).

d. Make sure inclusion/exclusion criteria are followed

e. Review data security measures

f. Have full access to study data




“Dr. XXXX's expertise makes him/her well suited to this task.”  Obtain this person’s 




signature on your protocol prior to submission to CID.  

III.   Data Collection Sheet and Questionnaire (required for all studies)

All data collection sheets, questionnaires, or other exhibits must be included. A subject logbook with identifying information (name, FMP/SSN, demographics) must be kept separate from the data collection sheet.  All subjects must be assigned an identifying number, which will be coded to the information in the logbook (-no linkable patient identifiers are allowed on data collection sheets).  This is designed to protect the privacy of research subjects. A copy of the subject log is required at the time of continuing review along with copies of the signed patient consent forms.
IV.
Insert Consent Form (template on separate disk provided by CID - includes the Privacy Act Statement and California Experimental Subjects Bill of Rights), Information Sheet, Or Waiver.  HIPAA Patient authorization or waiver of authorization.

V. Bibliography
A. List all references cited in the proposal in order of appearance in text under this section using the Uniform Requirements Style.  In the body of the text, use superscripted reference numbers only. (If three or fewer authors, list all; if four or more, list first three and add “et al.”)  Formatting examples:

Ref #.  Author(s). Title. Journal, year; volume number (number):pages.

Format for periodical references:

Pullon PA, McGivney J. Computer utilization in an oral biopsy service. Int J Oral Surg 1977;6:251-5.

Format for book references:
Seakins J, Saunders R, editors.  Treatment of inborn errors of metabolism. London:Churchill Livingstone; 1973. P. 51-6.

Format for chapter references:

Hudson FB, Hawcroft J. Duration of treatment in phenylketonuria.  In: Seakins J, Saunders R, editors.  Treatment of inborn errors of metabolism. London: Churchill Livingstone; 1973. p. 51-6.

VI.  Curriculum Vitae

Attach a current dated (i.e., updated last: xx-xx-xx) CV for the Principal Investigator, each Associate Investigator, and the Medical Monitor.
VII. DECLARATION OF CONFLICT OF INTEREST

13 Aug 03

“Conflicts of Interest (COI) Policy for Clinical Investigations”

SOP

1.  Problem:  COI are a serious issue in the area of human subject research; they call into question the ethics of the researchers, the IRB, CIP Program, Command, and the US Navy.  

2.  Finding:  LT Johnson, Legal Department, presented to the IRB a proposed Policy for handling these potentials conflicts. NMCSD IRB will handle the review of potential COI in regards to Clinical Investigations; there will not be an independent COI committee.  

Investigator COI –

a.
Require all investigators to complete a “Clinical Investigator Financial Certification” form.  This form is in compliance with 21 CFR 54.  If the research involves PHS funding, then FDA forms 3454 and 3455 are required.

b.
All new studies will have the proper forms for the investigators to fill out and be reviewed by the IRB on a case-by-case basis.  Forms for current studies will be required at time of continuing review.

c.
Investigators found to have a COI in relation to their research will be handled on a case-by-case basis. 

If it is discovered that there is a COI not reported or disclosed, the IRB may decide to terminate the research.  The welfare of subjects will be the first consideration in making the final determination of the study status. 

Committee COI - IRB Members will be asked to disclose any potential COI with studies being presented for their review.  If the IRB feels the COI is significant, then that member will be asked to recuse from voting on the project.

Members who neglect to disclose a potential COI will be asked to resign from the IRB Committee.

Institutional COI - Since the Commander has Final Approval Authority for human subjects research, a statement about disclosure of COI by the Commander will be inserted at the end of the IRB Minutes as the last paragraph just before the Commander’s signature.

3.  Recommendation:  The IRB agreed to monitor COI as they can potentially pose risks to subjects and to the integrity of scientific studies. 

VIII.  Special Information and Supplementary Documentation
[If these items are not applicable to your project, type “N/A.”]

A. Collaboration With Other Individuals Or Institutions

1. Provide a detailed explanation of any proposed arrangements.  Attach any written communications confirming the proposed arrangements. 

2. Describe the research efforts proposed to be performed by outside contractors.

3. List names of individuals (include addresses & phone numbers) proposed to participate in scientific consultations for outside expert advice and support of research endeavor.

SPECIAL NOTE:  Do not make any commitments for participation, equipment, funds, etc. to any outside organization. Such arrangements will be made by CID through Cooperative Research and Development Agreements (CRADAs) or Memoranda of Understanding (MOUs).

B.  Personnel And Environmental Hazards/Precautions:
1.   State either: 

· "No proposed material, chemicals, infectious organisms, or situations limited to this research will produce personnel or environmental hazards."  


OR 

· "Safety programs and procedures have been established and implemented to eliminate and minimize hazards to personnel and the environment." (NOTE: This statement may be used only if you are proposing to use procedures and protocols that can be considered routine procedures and adequate safety precautions are already in place).  

OR

· Enumerate the potential hazards to subjects, investigators or the environment associated with this proposal (e.g., viral agents, toxins, radioisotopes, oncogenic viruses, chemical carcinogens, etc.).  Explain any safety precautions, surveillance procedures in place to monitor potential exposures (e.g., laser protective eyewear, dosimetry badges, etc.), and/or engineering controls used these subjects.

2.   The command Safety Committee must review and approve the proposal if there are any situations that produce hazards beyond routine exposures.  The Radiation Safety Committee or Laser Use Committee must review and approve the proposals involving the use of ionizing radiation or lasers.

IX.  Appendix
A. Review Signatures:  Will be completed by CID staff.
B. Department Support Statement:  Describe all support required from, and impact on, any other department.  State “N/A” for those departments with no involvement.   Then obtain a signature from the effected Department Head agreeing to the impact on their department.  Division Head signatures are not acceptable.

C. Committee Minutes:  Will be inserted by CID. 
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