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SONOMA STATE UNIVERSITY—INSTITUTIONAL REVIEW BOARD FOR THE RIGHTS OF HUMAN SUBJECTS
Application for Approval of Research Involving Human Subjects

This application is designed to fulfill the responsibilities of Sonoma State University relative to the Code of Federal Regulations, Title 45, Part 46, regarding research involving human subjects.  Failure to comply with the policies and procedures referenced in this application (1) may cause individuals to incur personal liability for negligence and harm; (2) may cause the University to lose federal funding, prevent individuals from applying for or receiving federal research funds, and prevent the University from engaging in research; and (3) will be viewed by SSU as a violation of university policies and procedures and will result in appropriate administrative action.
	All research involving the use of human subjects conducted by SSU faculty, staff, or students —or sponsored in part or whole by SSU— must be reviewed and approved by the University’s Institutional Review Board (IRB) for the Rights of Human Subjects prior to the start of the project and then must be conducted in full compliance with University policies and procedures. It is the responsibility of the principal investigator to refer to the IRB any project involving human subjects, even if the subjects are not considered to be “at risk.”  This includes research conducted in conjunction with classroom assignments that will be published or shared, as well as student dissertation or thesis.  It also includes all interviews, questionnaires, surveys, observations, educational tests, and secondary analyses of previously collected data that will be incorporated into published research or other public presentation.  Such projects may be undertaken only after appropriate approval and may be continued only so long as that approval remains in effect.  Changes in a project, or continuation of the project following adverse or untoward occurrences during the project, are also subject to review and approval.

Research intended solely for classroom use (with no possibility of further disclosure or publication) and conference/workshop evaluation surveys do not require IRB review. 

Submit applications to:
Sonoma State University, Institutional Review Board – Stevenson 1024,

1801 East Cotati Ave., Rohnert Park, CA 94928


NOTE: Your complete application is due one month prior to the start of your research.  It should include:

· Pages one and two of this application

· A descriptive protocol

· A copy of your written informed consent form OR a request for waiver of written informed consent with a copy of the oral text you intend to use to inform your subjects of the points listed on the Checklist of Informed Consent (page 3 of this application).

Responses should be typed or printed legibly in black ink.
	Your signature below certifies that:

· You have read this 6-page packet and understand your responsibilities and liabilities as a principal investigator.

· You have reviewed the University’s policies and procedures on research involving human subjects and will ensure your research is conducted in full compliance.  Copies of the policies and procedures are available from the Office of Research and Sponsored Programs (ORSP) in Stevenson Hall, Room 1024.  The information is also posted on the ORSP website at http://www.sonoma.edu/aa/orsp/ .

· You have completed Module 2 (Investigator Responsibilities & Informed Consent) of the Human Subject Assurance Training provided online by the Office of Human Research Protections at:  http://137.187.172.153/CBTs/Assurance/login.asp
· You, your spouse, or your dependent children have no financial interest in your project that will or may be reasonably expected to bias the design, conduct, or reporting of your research.

Signature of Principal Investigator:_______________________________________________   Date: ____________________

Title of Project:__________________________________________________________________________________________

	Name of principal investigator:   ___________________________________________________  Telephone: ________________

Home Address: ___________________________________________________________    Email: ________________________

Department: ___________________________________     Title or Academic Status: ___________________________________

Co-Investigator(s):  ________________________________________________________________________________________

	For student investigators only:
Please print or type name of professor or faculty advisor: __________________________________________________________ 

Signature of professor or faculty advisor:  ______________________________ Title or Academic Status: ___________________

Department clearance: ______________________________________________________________    Date: _________________

Student investigators must obtain clearance from their department’s human subjects committee, if one exists.  Psychology students are required to obtain the signature of the department chairperson.


Last Name: _______________________________
Protocol Summary Sheet
	If requesting Exemption or Expedited Review, specify category (see Appendix B): 
	Title of Project:



	Brief description of purpose of project:



	( New project    ( Modification

( Sub-study       ( Previous study
	Date Starting Interaction with Human Subjects:


	End Date:
	Funding Source (if any):

	

	Subjects

	Number:
	Population:

	Source/How contacted:



	

	Instruments
Check all that apply: ( Tests   ( Questionnaires  ( Interview guides  ( Other: _________________________________________

Attach one copy of each instrument used.  If not yet developed, provide drafts, samples, and/or outlines

	How administered: 

( Telephone   ( Mail or email   ( In person     Length and frequency of procedure: ______________________________________

Setting: ____________________________________________________________________________________________________

	

	Data

Check all that apply.  Data will be recorded by:

( written notes   ( audio tape  ( video tape  ( photography   ( film  ( other: _________________________________________

	Data will include:

	( information which can identify the subject (e.g., name, social security number, other unique identifier) specify:  ____________________________________________________
	( codes linked to subjects name by separate code key

( codes not linked to subjects names

	For items checked above, circle box of those related to data that will be reported

	Data will be used for:

( publication       (   evaluation        ( needs assessment         ( thesis          ( other      

	

	Informed Consent

( written (attach copy of consent form; see attached sample and checklist)  

( oral  (attach text of statement and request for waiver of written informed consent; see Appendix A)

	

	THIS SPACE FOR IRB USE ONLY

	This project:

( is exempt under category A- ________     

( is eligible for expedited review under category B-  _______

( requires CRHS review  
	__________________________________    ________________

Human Subjects Administrator                         Date

__________________________________    ________________

Chair, IRB                                                         Date



	Comments: 

__________________________________________________________________________________________________________

__________________________________________________________________________________________________________

__________________________________________________________________________________________________________

__________________________________________________________________________________________________________




If you have any questions, contact the Office of Research and Sponsored Programs at 664-2448.
	Protocol Requirements

As a separate attachment, submit a comprehensive protocol of your study with particular respect to methodology and plan of action.  Address each of the following questions (retype each of the questions in your narrative).  Use as many pages as necessary to fully respond; most protocols can be covered in five pages or less.  

1. What are your research objectives?

2. Discuss the significance and scientific merit of the study.

3. In what manner and to what extent will human subjects be involved?

4. What procedures, instruments, etc. will be employed?

5. What existing data, if any, will be used?

6. What will the subjects be told about their involvement in the study?

7. Describe the procedures for obtaining and recording the informed consent of subjects.  Attach a copy of the consent form if written consent is planned.  If oral consent is planned, attach a copy of the text of the statement and a request for waiver of written consent.

8. Describe any potential risks to the subjects, including psychological stress and physical hazards.  How are these risks outweighed by the sum of the benefits to the subjects and the importance of the knowledge to be gained?

9. Describe any interventions or manipulations of subjects or their environments.

10. What measures will be taken to safeguard the welfare of subjects, their right to privacy and confidentiality of information?

11. Are school-age children or other minors to be involved?  If so, please describe the subject population.

12. Are psychological tests to be used?  If so, please name them.

13. Describe the debriefing of subjects.  What steps will be taken to deal with the after-effects of emotional stress resulting from the research procedure?

14. What procedures will be taken to insure prompt reporting of (a) proposed changes in the activity, (b) any unanticipated problems involving risks to the subjects or others, (c) any injury to subjects, and (d) any non-compliance with policies and procedures?

15. What type of remuneration, if any, will be offered to subjects for their participation in the research?

	

	Checklist for Informed Consent

Use the following list to confirm that all required elements of informed consent are included in your attached consent form.  Informed consent is required from all subjects regardless if the study qualifies for exemption or expedited review. 

1. The participants are informed that they are involved in research.  Students must specify that the research is being done as part of a class or for a master’s degree at Sonoma State University.

2. There is a clear statement of the purpose of the research.

3. There is a description of the procedures to be followed in the research project.

4. The participants are informed of the duration of their participation and the time commitment expected of them.

5. There is a description of any foreseeable risks and discomforts.

6. There is a description of any benefits possible to the participant or others expected from the research.  (“Benefits” refers to direct benefits; statements that the research may add to the total body of knowledge in the relevant field of study are inappropriate.  If the participant will receive no benefits, this should be explicitly stated.)

7. There is an explanation of the procedures by which the participant’s confidentiality will be protected.

8. There is a statement that participation is voluntary, that there is no penalty for refusal to participate, and that the subject may withdraw at any time without penalty.

9. If the participant does not speak English or is significantly disabled either emotionally or intellectually, the consent form is in a language which the subject can be expected to comprehend.  (Include if applicable.)

10. If the researcher has a legal obligation to report an act to authorities, participants are so informed. (Include if applicable.)

11. Researcher’s name and the telephone number where researcher can be contacted for answers to questions are provided.

12. For student researchers, the name, telephone number, and email address of the professor or faculty advisor is provided.

13. If the research involves minors (under age 18) there is (a) an informed consent form for the parent/guardian and (b) an informative letter or script that explains the project to the minor, written in language appropriate for the participant’s age.


APPENDIX A

Informed Consent
	Sample Consent Form

The following sample is provided as a reference from which a consent form can be developed.  It is not provided with the intention that it be precisely emulated.  REMINDER:  The consent form should be written in terms comprehensible to the intended subject.

	You are invited to participate in a study of (state what is being studied) being conducted by (specify student and/or faculty member) of Sonoma State University (mention any other cooperating institutions).  We hope to learn (state what the study is designed to discover or establish).  You were selected as a possible participant in this study because (state why the subject was selected).
If you decide to participate, we (or Dr. ___________________ and his/her associates) will (describe the procedures to be following, including their purposes, how long they will take, and their frequency).  (Describe the discomforts and inconveniences reasonably to be expected.)  (If applicable, add: We cannot and do not guarantee or promise that you will receive any benefits from this study.)

(Describe appropriate alternative procedures that might be advantageous to the subject, if any.  Any standard treatment that is being withheld must be disclosed.)

Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law.  If you give us your permission by signing this document, we plan to disclose (state the persons or agencies to whom the information will be furnished, the nature of the information to be furnished, and the purpose of the disclosure).
(If the subject will receive compensation, describe the amount or nature.)  (If there is a possibility of additional costs to the subject because of participation, describe it.)  (If physical injury is a possibility from physical activity or from such stimuli as light, noise, fumes, electrical apparatus, etc. add: if you are physically injured as a result of participating in this project, you may call 664-2166 at Sonoma State University for information on filing a claim.)

Your decision whether or not to participate will not prejudice your future relations with Sonoma State University (and the named cooperating institution, if any).  If you decide to participate, you are free to withdraw your consent and to discontinue participation at any time without prejudice.

If you have any questions, please ask us.  My name is (provide name) and I can be reached at (telephone number; email address).  (Student researchers: also provide the name, telephone, and email address of your faculty advisor.)
You will be given a copy of this form to keep.  (optional)  YOU ARE MAKING A DECISION WHETHER OR NOT TO PARTICIPATE.  YOUR SIGNATURE INDICATES THAT YOU HAVE DECIDED TO PARTICIPATE HAVING READ THE INFORMATION PROVIDED ABOVE.

Provide lines for subject to sign and date form.  For minors or others who cannot sign for themselves, provide a line for the authorizer to specify his/her relationship to the subject and to sign and date the form.  Provide a line for the signature of the Principal Investigator and the signature of a witness, if any. 

	

	Waiver of Written Informed Consent

Waiver of written informed consent will be considered for situations such as the following:

1. The subjects are from cultures that use oral rather than written traditions.

2. Written consent might greatly hinder rapport in building cross-cultural and/or cross-ethnic research.

3. The subject has sought participation in an adequately publicized activity.

4. The subject comes from a class of people well able to protect themselves, such as public officials and university administrators, and is being questioned on matters pertinent to his/her profession.

5. The research is performed using existing data held by a third party and no identification is possible.

6. Written informed consent would make research impossible, such as with telephone surveys.

The IRB reviews each request individually, considering all aspects of the particular study.  Requests for waiver must be in writing, providing a thorough explanation of the situation and a description of the proposed alternative method of obtaining informed consent.  If oral consent is planned, a text of the oral statement must be submitted.




APPENDIX B

Research Activities Eligible for Exemption or Expedited Review

	Note to Investigators:  Federal regulations governing the protection of human research subjects contain exemptions for broad categories of research which involve little or no risk to subjects (see A below), and provide expedited review of research activities involving no more than minimal risk and in which the only involvement of human subjects will be one or more of ten specified categories (see B on reverse side).  Sonoma State University’s Institutional Review Board (IRB) follows the procedures set forth in these regulations.

Please review the research activities described in this appendix.  If your project fits one of the categories, indicate your claim for exemption from review or claim for expedited review in the first box on page two of the application form (e.g., Exemption A-3; Expedited Review B-9).   If your project does not appear to fit any of the categories, indicate N/A in that box.  In such cases, the IRB’s decision regarding approval of your application will be stated in the “Comments” section at the bottom of page two.  A copy of the form, duly signed and dated, is your approval to proceed with the proposed research.




	A. Exemption Categories [45 CFR 46.101(b)]

Research activities in which the only involvement of human subjects will be in one or more of the following categories:

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

2. Research involving survey or interview procedures, except where all of the following conditions exist: (i) responses are recorded in such a manner that the human subjects can be identified, directly or through identifiers linked to the subjects; (ii) the subject’s responses, if they became known outside the research, could reasonably place the subject at risk of criminal or civil liability or be damaging to the subject’s financial standing or employability; and (iii) the research deals with sensitive aspects of the subject’s own behavior, such as illegal conduct, drug use, sexual behavior, or the use of alcohol.  All research involving survey or interview procedures is exempt, without exception, when respondents are elected or appointed officials or candidates for public office.

3. Research involving the observation (including observation by participants) of public behavior, except where all of the following conditions exist: (i) observations are recorded in such a manner that the human subjects can be identified, directly or through identifiers linked to the subjects; (ii) the observations recorded about the individual, if they became known outside the research, could reasonably place the subject at risk of criminal or civil liability or be damaging to the subject’s financial standing or employability; and (iii) the research deals with sensitive aspects of the subject’s own behavior such as illegal conduct, drug use, sexual behavior, or use of alcohol.

4. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), if information taken from these sources is recorded in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

5. 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 subjects cannot be identified, directly or through identifiers linked to the subjects.




Appendix B

continued on reverse side

	B.  Research Activities Which May Be Reviewed Through Expedited Review Procedures

Research activities involving no more than minimal risk and in which the only involvement of human subjects will be in one or more of the following categories (carried out through standard methods) may be reviewed by the IRB through the expedited review procedure authorized in 46.110 or 45 CRF, Part 46.

1. Collection of hair and nail clippings, in a non-disfiguring manner; deciduous teeth; and permanent teeth if patient care indicated a need for extraction.

2. Collection of excreta and external excretions including sweat, uncannulated saliva, placenta removed at delivery, and amniotic fluid at the time of rupture of membrane prior to or during labor.

3. Recording of data from subjects 18 years of age or older using noninvasive procedures routinely employed in clinical practice.  This includes the use of physical sensors that are applied either to the surface of the body or at a distance, and do not involve input of matter or significant amounts of energy into the subject or an invasion of the subject’s privacy.  It also includes such procedures as weighing, testing sensory acuity, electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, diagnostic echography, and electroetinography.  It does not include exposure to electromagnetic radiation outside the visible range (for example, x-rays, microwaves).

4. Collection of blood samples by venipuncture, in amounts not exceeding 450 milliliters in an eight-week period and no more often than two times per week, from subjects 18 years of age or older and who are in good health and not pregnant.

5. Collection of both supra- and sub-gingival dental plaque and calculus, provided the procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques.

6. Voice recordings made for research purposes such as investigations of speech defects.

7. Moderate exercise by healthy volunteers.

8. The study of existing data, documents, records, pathological specimens, or diagnostic specimens.

9. Research on individual or group behavior or characteristics of individuals, such as studies of perception, cognition, game theory, or test development, where the investigator does not manipulate subject’s behavior and the research will not involve stress to subjects.

10. Research on drugs or devices for which an investigational new drug exemption or an investigation devise exemption is not required.




Version 8_Revised June 2007


