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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?  See Exempt forms 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. (You do not have the correct forms)


NO→
Fill out Human Participant Review Form 2:  “Non-exempt” category.

Protocol Checklist For Non-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, informed consent 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 2: Non-exempt Projects -Northwest Nazarene University Human Participant Review

This project qualifies for “non-exempt” status and must be reviewed.  There are two categories possible:  expedited and full review.  Please answer the following questions to determine what category you will need to complete.

1.
Does the research meet the criteria for no risk?  (You must include a Risk Level Determination Form)


If YES – Go to Question 2


If NO – you must complete the forms for full review.

2.
Are minor participants involved?


If YES – you must complete the forms for full review.


If NO – Go to Question 3

3.
Are “vulnerable “ population participants involved in the research? (See Glossary and Guideline #1)

If YES – you must complete the forms for full review.


If NO – Complete the forms for expedited review.

The application for expedited and full review is the same.  Both are to be turned in to the HRRC chair for dissemination.  Projects that qualify for expedited review will be read by a designated HRRC person and a determination will be made by that person.  If necessary, more information may be requested.  Projects needing full review must be turned into the HRRC chair on the first day of the month in order to be review by the HRRC members by the third week of the month (See the HRRC document for specific times and procedure for meetings and response times).  

Expedited and Full Review Application

This research is being submitted for: (check only one)


​​​______ 
Expedited Review


_____
Full Review

Please complete the following application.  In addition, the following information must be included:
1. Copy of certification that the online course sponsored by the National Institutes of Health has been completed by the university supervisor.  (You can verify that your supervisor has a copy on file with the HRRC on the NNU HRRC webpage) NIH website:  http://cancer.gov/clinicaltrials/learning/page2  or
http://www.cc.nih.gov/training/training/crt.html

2. Copy of consent form that includes all components as outlined in the HRRC document .

(See Guideline 3 of the document.)
3. Copy of questionnaire or survey if applicable (including researcher generated questions).
Once you have submitted the completed application, the Human Research Review Committee will review it.  After receiving official notification of approval by letter, you may begin the research.
Principal Investigator________________________________________________________________

Department________________________________________________________________________

Project Title_________________________________________________________________________

___________________________________________________________________________________

Anticipated Start Date______________________________ Anticipated End Date__________________

Faculty Supervisor (if not principal investigator)____________________________________________
The faculty supervisor must file a copy of certification that the online course sponsored by the National Institutes of Health has been completed.  NIH website:  http://cancer.gov/clinicaltrials/learning/page2 . Copies of certificates of completion must be filed with the Human Research Review Committee before the project will be approved

I. PARTICIPANTS 
A. Approximate number__________________________.

B. Age Range____________________________

C. How will participant be selected or recruited?

D. Are there participants who will be excluded?  Why?

E. Will participant receive remuneration?  If yes, how much, when and how?  Must they complete the project to be paid?

F. Are any of the participants not competent to give consent (e.g., minors, prisoners, institutionalized)?  If yes, how will consent be obtained?  From whom?  Are there procedures for gaining assent?

How will “assent” be obtained?  (Participants themselves, even though deemed not competent, must agree to the research.  This is a federal regulation as prescribed by the Nuremburg Code)

II. DESCRIPTION OF PROJECT.  Type answers in the spaces provided.  Be clear, brief and specific. 
A.
Describe the research design.


B.
If any deception (withholding of complete information) is required for the validity of this activity, explain why this is necessary and attach a debriefing statement.
III. ASSESSMENT OF RISKS AND BENEFITS.  (You must complete a Risk Level Determination Form)
A. Will this study interfere with any participant’s normal routine (e.g., school attendance, medical treatment, etc.)?


B.
Will blood be taken?   YES_____  NO_____  Who will take the blood?______________________



How often?_______________________  How much?______________________________



Describe the procedure for drawing the blood.

IV. CONFIDENTIALITY OF DATA
A. Will data be anonymous (i.e., even the researcher will not be able to link the identity of the participants with responses)?



YES_________  NO________  (If NO, complete item IV-B.  If YES, no need to complete item IV-B)

B.
Will data be confidential?                YES_______  NO_______


If YES, it will be confidential:


Will the data be coded to a master list?            YES_____  NO_____


Will the list be kept separate from the data?    YES______  NO_____


If NO, it will not be confidential:


Who else will have access to the data?____________________________________________________


Why?______________________________________________________________________________


How will confidentiality be maximized?___________________________________________________

C.
How will data be stored?  Locked laboratory___Locked file cabinet___Restricted Computer___

Other (describe):

D.
How will data eventually be deleted?  If not deleted, how will linkage to identities be broken?

V.
ADDITIONAL IMPORTANT CONSIDERATIONS
A. Will any drugs or substances other than food be used?   YES_____  NO_____

If YES list for each drug;
A. the name of the drug;

B. the source of the drug;

C. the dosage;

D. any side effects or toxicity;

E. how it will be administered; and

F. by whom it will be administered.

B.
Will audio-visual tapes, audiotapes or photographs be taken?   YES_____  NO_____


If YES:


Where will the tapes be stored?


When will this material be destroyed?

C.
Will a written consent form addressing A or B be obtained?   


YES______  NO_____  Not applicable _______

If YES: please attach consent form (refer to the Components of a Consent Form included in packet).


If NO: how will consent be obtained?


Why is this method being used?

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)

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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