Guidelines for Preparing a Minimal Risk Protocol

Fully describe the procedures involving human subjects. More detail is required on any procedure that could potentially harm the subjects.  The Principal Investigator (PI) must attach all explanatory and appended materials (including, but not limited to, surveys, consent forms, interview scripts, and recruitment flyers/brochures) referred to in the protocol. 

I.  Introduction 

A. 
Research Background, Rationale and Objective(s).  Refer to the appropriate literature, as needed, and list the full citations for the references.  What are the deficiencies in the literature and, in general, how will you address them?  Write concisely. 

B. 
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.

C. 
Specific Hypothesis(es)/Aim(s).  Describe.

II. Research Methods 

A. 
Experimental Design.  The experimental design should assure (statistically) that the anticipated results of the investigation will justify its performance.  Alternatively, specify the proposed methods for qualitative analysis and comparison.  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.
B. 
Experimental Procedures.  The procedures should assure that the design is carried out properly and that the subjects' will be protected.  Describe what the subjects must do, what will be done to the subjects and the travel required of the subjects.
III. Subjects 

A. Describe the subject population to be recruited. 

1. Describe the sex, race or ethnic group, age range, etc., of the subjects. If the PI is excluding any particular group, justify such exclusion. 

· TIP: If subjects are drawn from an organization that only provides services to women, that fact should be stated. Or, if the equipment to provide certain measurements requires persons with certain physical characteristics, it is better to describe the limitations of your subject recruitment based on the requirements of the equipment (e.g., require arm length of X inches, etc.) rather than saying only men will be recruited. 

2. Describe where subjects will be drawn from, for example, organizations, institutions, hospitals, or the general public. State the PI's relationship to any organization or institution allowing the PI access to its members or clients, i.e., is the PI an employee of the institution, a member or volunteer of the organization, etc. 

3. Describe the general state of health (mental and physical) required of the subjects. If it is a requirement of the research that the subjects are in good mental or physical health, indicate who will determine their mental/physical health and how they will determine the subjects' good mental/physical health, or upon what basis the subjects' fitness will be judged. 

B. If the subjects are minors, mentally incompetent, or members of any other legally restricted group, provide an explanation as to the necessity for using these participants. 

C. If the subjects are minors, and their parents/guardians will not be allowed to see the results of the child’s participation, the PI must state those facts here in the protocol. Parents/guardians should be notified of the limitation on their access to collected or recorded data before they give informed consent. 
IV. Procedures 

A. Describe how subjects will be recruited. How will initial contact be made, and by whom? How will the PI then contact the subjects? How will the PI obtain their names as potential candidates? How will the PI enroll them in the study? 

B. Explain what information the PI will be gathering, along with the means for collecting and recording it. Use non-technical language. Include where the data will be stored during the study and how long the PI intends to keep the data. State whether the data are anonymous or will be kept confidential. If the data collected has no identifying information to link a subject to his/her data, the data are anonymous. If the investigator will not share subjects' data with anyone except in the aggregate form, the data are confidential. Even if only the PI knows who the subjects are, the data are still considered confidential. 

C. Indicate any personnel, in addition to the PI, who will be interacting with the subject or who will be present during a subject's participation. State the qualifications and roles of the personnel in the study. Clarify that their presence will not jeopardize the anonymity or confidentiality of the participants. 

D. State the location(s) where you will be working with your human subjects. 

E. State the overall duration of the project. If more than one visit will be required, indicate the amount of time required for each visit. Then indicate the total amount of time required of each subject to participate in the project. 

F. If subjects will be paid, indicate the type of payment (e.g., cash, money order, cashiers check, etc.), the amount of payment, when the participants will receive the payment, and whether or not the subjects will receive the payment if they drop out of the study. 

V. Risks and Benefits 

A. If the research is beneficial (meaning the subject derives a direct benefit of either money or treatment from participating in the study), describe in detail any physical, psychological, social, legal, economic, or any other risks to subjects that the PI foresees, as to each of the following: 

1. Immediate risks 

2. Long range risks 

3. Rationale for the necessity of such risks 

4. Alternative data gathering procedures that have or will be considered 

5. Why alternative procedures may not be feasible 

B. If you plan to conduct non-beneficial research (i.e., research involving investigations of a person, his or her body, life, or surroundings, which has no direct benefit to that person) and you feel that there are no other methods available for obtaining the information needed, justify and describe the following: 

1. The extent of the risk involved in participating in this project -- physical, psychological, social, legal, economic, or any other risks 

· TIP: For example, state that the protocol is minimal risk and describe the possible risks of participation. It is not acceptable to state that there is no risk, or the project would have exempt review status. 

2. The importance of the knowledge to be gained 

3. Why the value of the information to be gained outweighs the risks involved.
VI. Safeguarding the Identity of Subjects 

A. State what the PI will do with the information obtained from the subjects. Describe which elements of the project might be openly accessible to other agencies or appear in publications. 

B. Describe what precautions will be taken to safeguard identifiable records or individuals. These questions also apply to secondary sources of data. 

1. Describe the immediate use of date by the PI and others. 

2. Describe the long-range use of data by the PI and others. Explain what will happen to the data upon completion of the study. Will it be retained? For how long? By whom? Or will it be destroyed? When? 

3. Describe the specific procedures the PI will use to protect the confidentiality of the participants and their data. State whether or not human subjects will be identifiable directly or through identifying information linked to the subjects. State how the data will be linked to the subjects during the study. State how and where the data will be stored, and who will have access to it. 

VII. Informed Consent 

When seeking informed consent, be sure to give the subject a sufficient amount of time to consider whether or not to participate. This will minimize the possibility of coercion or undue influence. The informed consent document (or ICD) is the only evidences that the subject was informed of the risks and benefits of the study, and that the subject gave consent, at that time, to participate. The subject may revoke consent orally at any time and for any reason. Therefore, the PI must continually monitor the subject's consent.  

All ICDs must be written in language understandable by each member of the subject population. The IRB recommends using language equivalent to a sixth-grade reading level. 
