Risk Level Determination

(This protocol must be approved by the PHRRC prior to data collection.)

Please Note: It is the responsibility of the investigator to supply three copies of the protocol to the PHRRC chair as follows: The original with all information supplied; two copies with all identifying names removed (blind copies). Please include all attachments in all three copies, but note that two of the copies should not have the investigator’s name or supervisor or any other identifying information. See Part I, Guideline #1:15.

Note:  The proposal will not be accepted by any representative of the PHRRC until the above material has been submitted in its entirety.

Title of Research:  _________________________________________________________ ________________________________________________________________________

Justification of Risk Determination:


1.
Describe participants (number of participants, age range, place of recruitment, etc.):  

2.  
List assessment tools, if any  (questionnaires, measures, etc.).  Also append copies to the protocol:

3.
How will consent be obtained?



a.  Consent Form (append copy of form)

b.  Verbal instructions (append verbatim instructions and describe how informed, voluntary consent to participate will be guaranteed to each individual participant):


4.
How will anonymity/confidentiality be maintained?

Risks due to participant population:

1.  Minors — describe how you will obtain each child's assent (agreement to participate), as

well as the informed consent from the child's legal guardian.

2.  Participants vulnerable to "undue influence" (See Guideline 1, number 3) — describe how the participant's right to decline participation without negative consequences will be preserved:

3.  Other "vulnerable populations" — describe the vulnerability of the participants and how the risk caused by this vulnerability will be minimized:

Risks due to assessment instruments:


1. Describe the sensitive nature of the instruments to be used:


2.  Assess the risks to the participants:

a.
Published, standardized, widely used instruments — how do participants generally respond to the tools utilized in your study?

b.
Researcher-generated instruments — what has been done to minimize the risks to participants caused by the sensitive nature of the instrument?

Risks due to the procedure  (attach the following):

1.
Fully describe the procedure including an elaboration of the risks involved.

2.
Describe the means to be taken to reduce the risks to the participants.

3.
Describe the information given to the participants in obtaining consent to participate.

4.
Describe the information given to participants regarding available remedial resources in the event of research-related injury.  Note:  Often this will include the name and telephone number of the researcher.  The participant is told to contact the researcher for referral to appropriate help or in case of questions regarding the research.

Risk Level (Refer to Guideline #2):    No Risk      Minimal Risk      Moderate Risk
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