INSTRUCTIONS FOR COMPLETING THE HUMAN SUBJECTS APPROVAL REQUEST FORM
All proposals for research projects involving human subjects are subject to review according to Federal Regulation 45 CFR 46 Protection of Human Subjects.  The following instructions will assist you in completing the Approval Request Form on a step-by-step basis.  Please contact the Human Subjects Committee chair for further assistance.

 1.
PROJECT DIRECTOR:  The faculty or staff member who will be primarily responsible for the conduct of the proposed research, including supervision of the use of human subjects in the research.  In the case of student research, give the names of both the student and the faculty sponsor.

 2.
PROJECT TITLE:  A brief descriptive title for the proposed research.  If the project represents a grant or contract application, the title should be the same as that used on the formal proposal.

 3.
sponsoring agency:  If no external sponsor is sought for the research, please indicate “NONE.”

 4.
PROJECT PERIOD:  Indicate the period during which research involving human subjects will be conducted.

 5.
LOCATION OF STUDY:  Specify the location(s) where the testing, etc. of human subjects will take place.

 6.
NUMBER OF HUMAN SUBJECTS:  Specify the total number of human subjects who will participate in the study.

 7.
TYPES OF SUBJECTS:  Normal adults are those individuals 18 years of age or older who have the capacity to render legally informed consent for their own participation in the study.  The participation of minors requires the signature of at least one parent or guardian as well as the assent of the minor.  Special care must be taken to exclude minors from projects involving college students when parental permission has not been obtained.

 8.
EXEMPTION FROM COMMITTEE REVIEW:  University policy, in conformity with U.S. Department of Health and Human Services regulations, provides for the exclusion of certain low-risk human subjects research from the requirements for full Human Subjects Committee review.  Such exemptions will be determined on a case-by-case basis by the committee chair.

 9.
DRUGS:  Indicate whether any drugs or chemicals/biological agents will be used in the treatment or testing of human subjects.

10.
SPECIMENS:  Indicate whether the study will require the collection of tissue, body fluids, or other specimens from the human subject participants.

11.
RESEARCH PROTOCOL:  A concise but complete narrative description must be included with the Human Subjects Approval Request.  This narrative should include the following:

(a)
A concise statement of the objectives (including therapeutic intent, if any) of the study.

(b)
The specific selection procedures that will be used to select human subject participants for this study, including the specific criteria for eligibility.

(c)
The total duration of participation for each subject.

(d)
A description of compensation, remuneration, or other rewards that will be provided to subjects for their participation.

(e)
A description of the expected benefits, if any, which may reasonably be expected to accrue to individual participants (apart from remuneration described under (d) above.)

(f)
Explicit description of the methods, procedures and design of the study, including a review of all treatments, tests, or other procedures involving the human subject participants.

(g)
Identification of any potential risks and hazards to human subjects associated with participation in the study, including both physical and mental or psychological risk and hazard.

(h)
A description of procedures which will be followed to minimize or reduce the potential risks and hazards associated with the study and identification of the provisions which will be made to provide care, treatment, or remedy for injury resulting from participation in the study.

(I)
A description of the procedures that will be followed to secure the legally effective informed consent of participants and/or their legal representatives.

12.
INFORMED CONSENT: Informed consent requirements are rather stringent.  A sample consent form and guidelines are attached.

13.
TRAINING:  Attach completion certificate for Human Participants Protection Education for Research Teams online course.
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1. PROJECT DIRECTOR:  Click here to enter text.

COLLEGE:  Click here to enter text.
DEPARTMENT:  Click here to enter text.
2. PROJECT TITLE:  Click here to enter text.
3. SPONSORING AGENCY:  Click here to enter text.
4. PROJECT PERIOD:  FROM  Click here to enter a date.
TO:  Click here to enter a date.
5. LOCATION OF STUDY:  Click here to enter text.
6. NUMBER OF HUMAN SUBJECTS TO BE SELECTED:  Click here to enter text.
7. TYPES OF SUBJECTS TO BE SELECTED:  (See Instructions)
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11. RESEARCH PROTOCOL:  Complete a description of the proposed study utilizing the attached format and instructions.

12. INFORMED CONSENT:  Attach copies of all forms that will be used to obtain the legally-effective informed consent of human subjects, or their legal representatives.
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_____________________________________________

______________________________




Project Director / Student





Date

_____________________________________________

______________________________



    Department Chair / Faculty Advisor




Date

RECEIVED:  _______________________________/________/________________

EXEMPT:  _______________   EXPEDITED REVIEW:  _________________   COMMITTEE REVIEW:  _________________

APPROVED:  _________________

_______________________________________________________        _________________________________________

                                    COMMITTEE CHAIR





DATE
RESEARCH PROTOCOL
A. OBJECTIVE:  Click here to enter text.
B. PARTICIPANTS:  Click here to enter text.
C. TIME REQUIRED:  Click here to enter text.
D. COMPENSATION:  Click here to enter text.
E. BENEFITS:  Click here to enter text.
F. METHODS:  Click here to enter text.
G. RISKS:  Click here to enter text.
H. RISK REDUCTION:  Click here to enter text.
I. CONFIDENTIALITY:  Click here to enter text.
GUIDELINES FOR INFORMED CONSENT

REMEMBER:  ANY PROJECT UTILIZING HUMAN SUBJECTS REQUIRES THE INFORMED CONSENT OF THOSE SUBJECTS.
Even if your project falls under the “exempt from committee review” category, you must obtain the consent of your subjects to participate in the project.  The following are guidelines for developing an informed consent form.  Most exempt projects can contain a shortened version stating that all answers will be kept confidential.
If your project involves certain populations, such as children or pregnant women, or procedures that fall in the full review category, you may need to include additional information in the consent form.

A basic consent form should contain the items listed below.  Please remember that it should be worded so that your intended subjects can understand it.  A sample consent form follows this list.

 1.
Title of Research Study

 2.
Invitation to Participate

 3.
Who Participants Are To Be and How They Will Be Selected

 4.
Purpose of Study and Who Is Conducting It

 5.
Potential Risks and Discomforts

 6.
Potential Benefits

 7.
Participation Is Voluntary; Subject Has Right to Withdraw At Any Time Without Penalty

 8.
Availability of Compensation

 9.
Explanation of the Procedures To Be Followed

10.
Length of Time Participant Will Be Involved

11.
Statement of the Extent To Which the Data Is Confidential and a Description of the Procedures To Be Employed To Maintain Confidentiality

12.
Offer To Answer Questions, Name, and Number of Whom To Contact

13.
Participant Will Receive A Copy of Consent Form

14.
Signatures and Dates of Participant and Investigator

Additional items which may be required, based on type of study:
*  The procedure may involve unforeseeable risks.

*  Any significant new findings affecting risk will be reported to the subject.

*  The circumstances for termination of a subject’s participation by the investigator.

*  Any possible additional costs to the subject.

*  The consequences of a subject’s withdrawal from participation.

*  The approximate number of subjects in the study.

SAMPLE CONSENT FORM
[NOTE:
THIS IS A SAMPLE ONLY, DO NOT SUBMIT EXACTLY AS IS AS YOUR CONSENT FORM.  Numbers in parentheses correspond to the items listed in the guidelines on the previous page]

(1)  Title of Project Click here to enter text.
(2)  You as a Click here to enter text. (3) Identify group of participants (i.e., students, administrators, etc.) are invited to participate in a study being conducted by Professor Click here to enter text. from Black Hills State University.  (4)  The study deals with Click here to enter text., and the purpose is to Click here to enter text..
(If interview/survey questions are of a sensitive nature, please explain; and be sure to give the participant the telephone number of the individual to contact for assistance if they are upset about the questions.)
The data from this study will be used to Click here to enter text..
(5)  Risks connected with your participation are:  Click here to enter text..

(6)  Benefits to you for your participation are:  Click here to enter text..

(7)  Your participation in this study is voluntary.  You may choose not to participate, or to withdraw at any time without penalty.

(8)  You will receive Click here to enter text. as compensation for your participation in this study.

(9)   If you consent to participate, you will be asked to Click here to enter text..
(10)  Which will take about Click here to enter text. of your time.

(11) Please do not write your name on the (survey/questionnaire).  Your responses will be kept confidential.  (12)  If you have any questions or concerns now, or later, you may contact Click here to enter text. at Click here to enter text. for assistance.

(13) You will receive a copy of this consent form.
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                  Date
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