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HUMAN PARTICIPANT REVIEW SUMMARY FORM

Introduction

Any research involving human participants conducted by faculty, students, or staff of Northwest Nazarene University must be reviewed and approved by the Human Research Review Committee.

There are three categories of research involving human participants:  exempt, expedited, and full review.   Regardless of which category applies, a proposal must be submitted to the Human Research Review Committee and approved before research can begin.  If the proposal is approved, this approval is valid for one year, renewable annually for a total of three years.

A. Categories of Review

To determine whether a research project must be submitted for review by the Human Research Review Committee, and if so, under which category of review, please follow the instructions below:


1.
Does the project involve research or data collection with human participants, including any of the following kinds of activities: experiments, surveys, questionnaires, interviews, or observations of behavior?



If YES→
Go to Question 2



If NO→
A Human Participant Review is not required.

2. Does the project qualify for exemption from federal regulations for the protection of human participants?  Pages 2 & 3 of this form list the conditions that must be met for a project to be considered exempt.



YES→
Fill out the next 2 pages and the Human Participant Review Form l:  



“Exempt” category along with all supporting documents.



NO→
Fill out Human Participant Review Form 2:  “Non-exempt” category along with all supporting documents.
B. Explanation of Exemptions

To determine whether your project is exempt or not, read the following six statements.  Please CIRCLE the numbers of the research categories below that apply to the proposed research.

RESEARCH QUALIFYING FOR EXEMPTION FROM FEDERAL REGULATIONS
FOR THE PROTECTION OF HUMAN PARTICIPANTS

(Quoted from the Code of Federal Regulations, Title 45, Part 46. 101)

1. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or on the comparison among instructional techniques, curricula, or classroom management methods.

· For example:  Testing the effectiveness of two different approaches to teaching a mathematical concept in one classroom setting would qualify for exemption under this category.
· Testing motivation methods for children in special education who are in a contained classroom.

2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless (i) information obtained is recorded in such a manner that the human participants can be identified, directly or through identifiers linked to the participants; and (ii) any disclosure of the participant’s responses outside the research could reasonably place the participant at risk of criminal or civil liability or be damaging to the participant’s financial standing, employability, or reputation.

· The key concept here is “linkage.”  That is, can the participant’s identity be linked to his/her response, even if the researcher is the only person able to make that connection?  For a project to qualify for exemption under this category, no one, other than the participant’s classroom teacher or the building administrator, including the researcher, should be able to link a participant’s identity with his/her response.
· For example:  research conducted within a government agency with no one other than the agency supervisor having information that would link the participant with the information.  The supervisor cannot be the researcher.

3. Research involving the use of educational tests (cognitive, diagnostic, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt under paragraph 2 of this section, if: (i) the human participants are elected or appointed public officials of candidates for public office; or (ii) federal statue(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
· This is an extension of category 2.  If the human participants are public officials or candidates for public office, questionnaires, interviews, etc., merit the exempt category.  However, the Human Research Review Committee must make this distinction.

4. Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that participants cannot be identified, directly or through identifiers linked to the participants or if the information would normally be available to the individual gathering the data, such as a classroom teacher or principal of a school where the data is gathered.  
· Again, the key word is “linkage.”  If the researcher would not normally have access to the data as part of their professional role and is able to make the connection between the data and the participant’s identity, the project is not exempt. 
· For example:  Tissue studies in which the participant information cannot be linked to the tissue sample.

· For example:  Studies conducted with public data such as U.S. Consensus data.

5. Research and demonstration projects which are conducted by, or participant to the approval of the department or agency heads, and which are designed to study, evaluate or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

· For example: research contracted by the State Department of Health and Human Services to determine the level of access of Medicare patients to primary care would qualify for exempt status.
· For example:  program evaluation investigating the accessibility of information and flow of information rather than individual or group client/patient data.
6. Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome food without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level of and for a use found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

· For example:  Food quality and taste preference in a university cafeteria.

Which research categories above are circled?       1       2      3     4     5     6

If NONE are circled → Project DOES NOT qualify for exempt status.

If you circled any of the categories 1 through 6 answer the following questions about human participants:




YES
NO

Can anyone, including the researcher, other than persons who would normally 

have access to this data link the participant’s identity with the data?
____
____

Is the study being conducted outside of an established educational setting with 

participants under 18 years of age.
____
____

Are any partipants confined in a correctional or detention facility?
____
____

Is pregnancy a prerequisite for serving as a participant?
____
____

Are fetuses in utero participants in this research?
____
____

Are any participants presumed to be not legally competent other than by the 

criterion of age (e.g. cognitively impaired). 
____
____

Are personal records (medical, academic, etc.) being used by other than 

individuals who would normally have access to the records (e.g. classroom 
teachers, building administrators, hospital workers) without written consent?
____
____

Are data from participants (responses, information, specimens) directly or

indirectly identifiable by individuals other than those who would normally have 

access to this information?

____
____

Are data damaging to participants’ financial standing, employability, or reputation?
____
____




YES
NO

Is material obtained at autopsy used in the research?
____
____

Will participants be asked sensitive questions about personal feelings/behavior?
interactions/sexual experiences?
____
____

Will alcohol be ingested?

____
____

Will blood/body fluids be drawn?
____
____

Is the answer to any question above, YES?
____
____

If YES →  Project DOES NOT qualify for exempt status (COMPLETE FORM 2).

If NO →  Project qualifies for exempt status (COMPLETE FORM 1).

Protocol Checklist for Exempt Studies
This checklist is to be completed and included with the protocol.  Please refer to Guideline #1 for full explanation.  Check all that apply.
_____1.
A title page that conforms to the format. (See example on first page)

_____2.
A summary of the nature and purpose of the research.  This can be 


included as an attachment to the required forms.

_____3.
A full description of the human participants. This should be included on the 

HRRC required forms in the Human Participant Review Summary.  **
_____4.
A full description of exactly how the participants will be used in the research.  **
_____5.
A full description and assessment of the potential benefits.  This is included in the attached proposal. **
_____6a.
A description and assessment of the potential risks.  **
_____6b.
Completed Risk Level Determination form (See the Human participant Review Summary Form)

_____7.
A description of the means to be taken to minimize risks.
_____8.
A description of the procedures. 
_____9.
A description of provision of medical services if needed
_____10.
A waiver of written informed consent if needed.  (See Guideline #3).

_____11.
Copies of all materials including cover letters, questionnaires, interview schedules, or follow up communications to be used in the research.
_____12.
An explanation of any special or unusual circumstances. 
_____13.
A copy of state and/or federal documents if needed.
_____14.
A protocol with appropriate signatures including all necessary permission from directors, principals, teachers, managers or others who have given permission for data collection.  (See examples on pages that follow).
**Note:  Please cut and paste information from your summary document into appropriate forms as needed rather than stating "See Attached."





Office Use:___________


Form 1: Exempt Projects -Northwest Nazarene University Human Participants Review Summary 

Northwest Nazarene University procedures require that the Human Research Review Committee (HRRC) review and approve of projects involving humans.  The exempt categories and exceptions are described in the introduction.  If a project is exempt, a completed copy of this page of the Human Participants Review Form is to be submitted to the HRRC.  Official approval from the HRRC must be given before the research can begin.
Principal Investigator______________________________________________________

Department________________________ If this project is required as part of a course, course name and
number ____________________________________________________________________________
Project Title__________________________________________________________________________
Anticipated Start Date_________________________Anticipated End Date________________________

Faculty Sponsor (if not primary investigator )________________________________________

The following are the critical issues that must be addressed.  A completed protocol checklist should also be included (see the HRRC primary document for details).  
A.
Briefly describe the purpose of the research: 
B.
Describe the procedures: (what will the participants do?) 

Locations for data collection must be specified rather than general.


Signed permission from directors/principals/managers etc must be included for institutions being used for 

participant volunteers.

C. Explain how data will be collected. 
Specify data collection method in detail
D. Are data anonymous or confidential? (check the appropriate category)
______ “Anonymous” means no one (not even the researcher) will be able to link the participant’s identity with his/her responses.

______ “Confidential” means that the researcher will be able to link the participant’s identity with his/her responses, but that this link will be maintained in a confidential manner.  If confidential, how will information be maintained?________________________________________________________
Principal Investigator:  The information provided above is accurate and the project will be conducted in accordance with applicable Federal, State, and Northwest Nazarene University regulations.

Signature:_______________________________________________________Date:_____________________

Risk Level Determination
(This form must be completed and approved by the HRRC prior to data collection.)

Please note: It is the responsibility of the investigator to supply all copies of the protocol to the HRRC chair as follows.  Please include a copy of the risk level determination with each protocol.  (See Guideline #1)  The proposal will not be accepted by any representative of the HRRC until the above material has been submitted in its entirety.  

Specific 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.) and append copies to the protocol:

3. How will consent be obtained?  

a. Consent Form (append copy of form or request for waiver)

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

4. How will anonymity/ confidentiality be maintained?

Risk 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) – 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  (See Guideline #1).
Risk due to assessment instruments:

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

2. Assess the risk 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 risk to participants caused by the sensitive nature of the instrument?

Risks due to the procedure: 
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 the 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):
circle one

NO RISK


MINIMAL RISK


MODERATE RISK
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