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· Format the protocol as a memorandum, on letterhead, addressed to the appropriate individuals in your organization (for example, the director of research and then the Department Chair) and the USAFA IRB (Dr. Wilbur Scott), in turn.

· Address all issues, below, using the paragraph structure shown.  Use boldface for headings, as shown.  Enter information for all headings, even if it is just "NA."
· Submit the original signed informed consent documents for all subjects to HQ USAFA/XPR for archiving at the time the final report is submitted, and provide a copy of the informed consent document to each respective subject before they participate in the research project.
· Paragraphs 2 and 3, below, should include the same text that would be prepared for a subsequent technical publication (i.e., avoid duplication of effort!).  Explain briefly your rationale, hypotheses, experimental design, and procedures.

· Replace the italicized comments with your text and do not remove any non-italicized words or statements unless told to do so in the template text.  

· The IRB Chair (Dr. Scott, 333-6740) will provide preliminary reviews if requested.  

Date

Protocol Template

MEMORANDUM FOR
Research Director or equivalent

Department Chair or equivalent
USAFA IRB (Dr. Scott)

In turn

FROM:  Principal Investigator (Must be USAFA personnel)
SUBJECT:  Human Research Protocol
1.  Administrative Information

Title of protocol:  Title
Principal investigator:
Name, Rank (Must be USAFA personnel)
Position

Telephone number 

E-mail address 

Organization:
Name (usually a Department)

Telephone number

Organization's protocol identifier, if used

Abstract:  Summarize the protocol in approximately 250 words.
Category of research:  Choose one and delete the others:  Survey/Interview, Experimental without physiological intervention, or Experimental with physiological intervention.
· Request exemption from IRB oversight, if applicable

· Request expedited review, if required before next meeting

Associate investigator(s):
Name(s), Rank(s); or NA 

Position(s) 

Telephone number(s) 

E-mail address(es) 

      Is this research supported by a grant?  Yes   No   If yes, the funding agency is ______________.
Proposed medical monitor: If needed, else N/A.  A medical monitor is required for investigations that may be judged by the IRB to be of greater than minimal physiological risk (AFI 40-402.paragraph 2.8). 

Contractor and facility: If applicable, else N/A.  If a contractor is involved, attach a proposed contractor assurances using Optional Form 310  (AFI 40-402, chapter 4).
As Principal Investigator, I affirm that:

· The protocol will be carried out in compliance with requirements for the protection of human subjects as provided by Federal, DoD, Air Force and USAFA policy.  

· Research conducted under this protocol will conform to the written, approved protocol, including any modifications required by the USAFA Institutional Review Board.

· I will personally monitor the progress of this research and the actions of any associate investigators.

· I will notify the USAFA Institutional Review Board in writing within 24 hours of any unexpected event or medical misadventure involving research subjects.

· I will notify the USAFA Institutional Review Board in a timely manner if either the risk or benefit of the research becomes substantially different than that represented in the protocol.

· I will provide continuing review reports and a final report for this research as required by Air Force policy.  I will archive the raw data for at least 3 years after study completion.

· I will transfer all research documents to a USAFA colleague prior to departing the Academy or I will close the protocol.

· I will submit the original signed informed consent documents for all subjects to HQ USAFA/XPR for archiving at the time the continuing review report is submitted, and provide a copy of the signed ICD to each respective subject before they participate in the research project.

(example) 

GEORGE X. GEORGE, Captain, USAF 

Assistant Professor

Department of ... 

Associate Investigator signature (for all associate investigators listed – if none, delete)
(example) 

RALPH W. RALPH, Lieutenant Colonel, USAF 

Associate Professor

Department of ... 

Endorsement by the Department research director or an individual with similar responsibility and authority:
This protocol emphasizes good experimental design, minimizing the use of and risks to human subjects.  

(example) 

JANE X. SMITH, Lieutenant Colonel, USAF 

Associate Professor and Director of Research 

Department of ... 

Endorsement by the Department Chair or an individual with similar responsibility and authority:
The proposed principal investigator is scientifically qualified to conduct the proposed study or is being supervised by a qualified scientist.  I will ensure that the research records and data for this protocol will be maintained for a minimum of 3 years.

(example) 

JOHN X. DOE, Colonel, USAF 

Permanent Professor and Chair 

Department of ... 

2.  Introduction 

Research Background, Rationale and Objective(s).  Refer to the appropriate literature, as needed, and list the full citations for the references in section 5, below.  What are the deficiencies in the literature and, in general, how will you address them?  Write concisely.
Need for human subjects.  Assess briefly the need to acquire data from humans at all.  The desired data may already exist.  Address the applicability of animal subjects and computer simulations in place of human subjects.
Specific Hypothesis(es).  Describe.
3.  Research Methods 

Experimental Design.  The experimental (statistical) design should assure that the anticipated results of the investigation will justify its performance.  Present a simple, statistical power analysis that specifies sample size, expected effect size, and the expected probabilities of Type I and Type II errors (e.g., Cohen, 1988)(click here for a program to run the power analysis).  Alternatively, specify the proposed methods for qualitative analysis and comparison, with citations of applicable precedents.  For pilot studies, note that the results of this project will allow future power analyses to be conducted.  Assess briefly the validity of any assumptions underlying the proposed research methods.
Experimental Procedures.  The procedures should assure that the design is carried out properly and that the subjects' dignity will be respected.  Describe what the subjects must do, what will be done to the subjects and the travel required of the subjects.  Show that validated methods will be used:  cite the validating literature.  Alternatively, show in the design how these procedures will support the validation of a measure.  

Duration.  Specify the duration of the study and the duration of a subject's participation (e.g., length of time per session and number of sessions, then the total participation time per subject).

Facilities.  List or N/A. Include safety precautions, man-rating, etc., if applicable. 

Equipment.  List or N/A.  Include safety precautions, man-rating, etc., if applicable. 

4.  Subject Recruitment and Selection

According to The Belmont Report, the principle of justice requires that the question of who will receive the benefits of the proposed research and who will bear the burden of participating in the proposed research must be considered very carefully.  For example, in any study of Cadets a vulnerable population will bear the burden of research participation.  The direct benefactors of this research may not be identifiable.  The expected benefit of the research may be that society, as a whole, will be better off once the information is acquired, analyzed and applied.  Is this a just distribution of burden and benefit? We cannot offer potentially beneficial research only to favored persons, nor select only unfavored persons for risky research (Belmont Report, Part B.3).  When vulnerable populations (cadets, enlisted) are used in research, the IRB must be very attentive to the direct benefits of the research that may apply to the subjects.  Within USAFA, the IRB must be very attentive to the direct benefits to Cadets who become research subjects.  Generally, one would expect educational feedback to the Cadet about the specific or general outcomes of the investigation.  Address at least the following issues:
· Total number of subjects.  Having specified the number of subjects needed per group or cell in the experimental design, above, be sure to account for subject attrition and missing data when specifying the total number of subjects required.

· Fairness in subject selection is most often accomplished acceptably by a statistical randomization scheme for selection and assignment.  When standard statistical randomization procedures cannot be used for subject selection, present a strong case for the representativeness of the proposed subject sample.  If the sample is not representative of the target population, then the benefits to be gained from the proposed investigation must be called into question.  Address and support the reasons for any planned inclusion or exclusion of subjects on the bases of group membership (e.g., Cadets), age, gender, socio-economic status, etc., or state that no specific inclusion nor exclusions are planned (45 CFR 46.111.a.3).
· Diminished autonomy.  Will subjects with diminished autonomy be recruited (Belmont Report, Part B)?  These include Cadets, other university students, enlisted personnel, individuals with diminished mental capacity, prisoners, and minors (note that AFI 40-40, chapter 3, paragraph 3.2.2 and 3.2.4  limits the use of prisoners and minors).  If yes, review the need to use the vulnerable population(s).  
· Describe the special safeguards to be used to minimize coercion in subject recruitment.  Deal with the facts that instructors may exert undue influence over Cadets, that persons of higher rank may exert undue influence over those of lower rank, and similar issues.  The recruiting of cadets in mandatory military formations or of cadets or students by their instructors in the classroom is unacceptable.  The recruitment procedure should assure the physical absence of persons in authority over potential subjects when informed consent is being considered and given.  
· The subject recruitment process must include explanations to the potential subjects that the subject's voluntary withdrawal from the investigation cannot be the basis for any retribution brought against the subject.
· Recruitment should be divided into information and enrollment phases.  The information phase should allow time (at least a few hours) for the potential subject to reflect on his or her participation, and to ask questions of the recruiter.

· Availability of military personnel.  When military personnel are used as subjects, describe their resulting abilities to mobilize, perform their duties and be available for duty (AFI 40-402.chapter 3, paragraph 3.2.1). 

· Comprehension of recruitment material.  Describe the methods to be used to assure that potential subjects have comprehended the recruitment material.  Comprehension tests may be appropriate (Belmont Report, part C.1).  Keep the Flesch-Kincaid reading level at grade 12 or lower.  Note:  All recruitment material must be reviewed by the IRB.
· Plan to submit the original signed informed consent documents for all subjects to HQ USAFA/XPX for archiving at the time each continuing review and final report is submitted and provide a copy of the signed document to each respective subject before they participate in the research project.
5.  Risk-Benefit Assessment 

Generally, risk is thought of as referring to physical harm.  In the context of behavioral research, risk refers to a diminution of individual autonomy through inappropriate violations of privacy.  Address at least the following risk issues:
· Physiological or medical risks.  List or NA.  If a cadet receives an injury that precludes commissioning as an officer and thus must leave the Academy, it is highly unlikely that the cadet will receive medical benefits from the Federal government.  This fact calls into question the ethics of exposing cadets to greater-than-minimal risk in research. Thus, the USAFA IRB has established the following policy:  No cadet may be exposed to greater than minimal physiological risk in research unless there is a direct benefit to the individual cadet.
· Private data to be acquired from subjects.  List or NA. Private data is considered any information that is not obtainable through direct observation,( e.g. opinions, survey responses) as well as identifiable information.  The subject's name and/or social security account number (SSAN) identifies the subject, as described in the definition of a "record" in the Privacy Act, paragraph (a)(4).  In addition, a subject may also be identified by small group affiliation plus other demographic information.  The subject is probably identifiable if the following or similar information is recorded:

· Name and/or SSAN and/or other specific identifier such as drivers license number, and/or

· Small group membership, plus 

· Age, or gender, or race and/or ethnicity, or rank, or partial identifier, such as the last four digits of the SSAN. 

· Historically, the approval of protocols requiring the collection of data from Cadets, faculty and/or staff concerning sexual behaviors, attitudes or actions; unethical or dishonorable behaviors; and alcohol or drug use has depended heavily upon substantive risk-benefit assessments. 
· Alternate sources of data.  Consider briefly any alternate forms of data acquisition that would reduce intrusiveness below the proposed level of violation of privacy. 
· Security of private data.  Describe the data storage medium, location and security during the study. 
· Disposition of private data.  Describe the security and disposition of data after the study.   Raw data must be held for 3 years after study completion.  The key to individual subject identities may be destroyed as soon as it is no longer needed.
· Archival help.  Is IRB archival help requested? Or NA.
The word "benefit" is a binary term (i.e., present or not present), without probability or magnitude, referring to something of positive value that will result from the research, avoiding excessive, unwarranted, inappropriate or improper rewards (Belmont Report, part B.1).  Address at least the following benefits issues:

· Direct benefits.  Describe any direct benefits to the subjects or state that there are none to be gained through participation in the research project.  Direct benefits are things that benefit each subject and are  directly related to the research activities (e.g., VO2 Max worth $120)
· Indirect benefits.  Describe the indirect benefits that you expect from the outcome of the study.  These are the benefits to be accrued by the population at large or a subset thereof, other than the individual subjects (e.g., education, knowledge, advancement of science). 
· Effects on family and peers.  Will risks or benefits affect the subjects' families and/or peer groups and/or society at large?  If yes, describe the expected effects.  If Cadets will be used as subjects, include the Cadet Wing as a peer group that must be considered.  Similarly, if USAFA faculty and/or staff will be used as subjects, include those peer groups in your considerations. 
· Risks vs. benefits.

The benefits (direct and/or indirect) must outweigh the risks of the research to allow the research to be conducted.  
· Types and Probabilities.  Contrast the qualitative type of risk with the qualitative type of benefit to be obtained.  Contrast the quantitative risk probability with the quantitative probability of the occurrence of a benefit.  Use precedents, whenever available.
· Risk-Benefit Summary.  Present a convincing, concluding argument that, on the one hand, the knowledge to be gained is important in the present context of science, and that the experimental design assures a reasonable expectation of acquiring reliable, useful results; and, on the other hand, that the risk to the subjects is minimal or manageable.
6.  Reference List
· Works cited, above
7.  Attachments

· Proposed Informed Consent Document (mandatory) Plan to submit the original signed informed consent documents for all subjects to HQ USAFA/XPR for archiving at the time each continuing review report is submitted, and provide a copy of the signed document to each respective subject before they participate in the research project.
· Curricula vitae

· Investigators (mandatory for PI and all associate investigators unless already on file with HQ USAFA/XPR from a previous protocol, except cadets)
· Medical Monitor (if applicable)
· Contractor Assurances (if needed)
· Letters of cooperation (if applicable).  These should include statements of availability of needed resources, especially clinical laboratory support, and access to subject populations.
· Other supporting documents (if applicable).  These must include recruiting materials, questionnaires, rating scales, documents from other IRBs, etc.
· Note:  during the IRB review process, questionnaires and surveys will be reviewed by XPA for quality and acceptability.  Upon approval, XPA will issue a survey control number (SCN) for the questionnaires and surveys.  The SCN must be shown on all surveys, questionnaires and informed consent documents used in the project.
