UNIVERSITY OF WISCONSIN-WHITEWATER

INSTITUTIONAL REVIEW BOARD (IRB) FOR THE PROTECTION OF HUMAN SUBJECTS
TABLE OF CONTENTS

Page 1

	Table of Contents
	1

	Overview
	2

	2011-12 Meeting Schedule and Deadlines
	3

	IRB Membership List
	4

	Research Protocol Policy and Procedures
	5-10

	Campus/Federal Policy Summary
	5

	Course Research Certification
	6-8

	Collaborative Research
	8

	Cooperating Institutions
	8-9

	Sample Affiliation Letter
	10

	Internet Research
	11-12

	Determination of Status
	13-15

	
Exempt
	13-14

	
Expedited
	14

	
Full Board
	14-15

	Protocol Review Procedures
	16-17

	Exempt
	16

	Expedited
	16

	Full Board
	17

	Protocol Changes
	18

	
Condition Fulfillment 
	18

	
Protocol Modifications
	18

	Instructions for Protocol Preparation and Submission
	19-26

	
1.
Research Participants
	19

	
2.
Research Design/Procedures
	19-21

	
3.
Safeguarding the Identity of Participants
	21

	
4.
Risk 
	21

	
5.
Deception 
	22

	
6.
Informed Consent / Child Assent 
	22-25

	
7.
Additional Elements of Informed Consent 
	25-26

	Submission Materials
	27

	Cover Sheet
	28-29

	
PAGE 1 ORSP/IRB Cover Sheet for Research with Human Subjects
	28

	
PAGE 2 ORSP/IRB Cover Sheet for Research with Human Subjects
	29

	Annual Progress Reports and Renewals
	30-32

	
Annual Progress Reports and Renewals Instructions
	30

	
PAGE 1 ORSP/IRB Annual Progress Report (Expedited / Full Only)
	31

	
PAGE 2 ORSP/IRB Annual Progress Report 
	32


The fundamental principle of human subjects protection (National Science Foundation, http://www.nsf.gov/bfa/dias/policy/human.jsp) is that “people should not be involved in research without their informed consent, and that subjects should not incur increased risk of harm from their research involvement, beyond the normal risks inherent in everyday life. The regulations are designed mainly to pertain to biomedical research, based on the philosophical principles contained in a key document, "The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research" (http://ohsr.od.nih.gov/guidelines/belmont.html.”  

Exempt Research, Expedited, and Full BOARD Review
Social and behavioral scientists are subject to the same regulations as their biomedical colleagues, but the Common Rule gives discretion to institutions and IRBs to match the severity of the review to the potential risk of harm to subjects. IRBs have two forms of reviewing proposals: 

1. Full (the entire IRB reviews the proposal) and 

2. Expedited (the IRB Chair or a designee reviews the proposal for the committee). 
In addition, the Common Rule specifies broad classes of research involving human subjects as Exempt from the policy's oversight.

· “All research proposals must be inspected by the IRB, which decides whether the research is exempt or qualifies for expedited or full board review. Researchers or department chairs should not have the authority to make this designation themselves.” 
OVERVIEW OF IRB POLICIES AND PROCEDURES 
The Department of Health and Human Services’ (DHHS) IRB Guidebook provides an overview of IRB policies.  The impetus for developing the Guidebook for Institutional Review Boards was a finding of need by the President's Commission for the Study of Ethical Problems in Medicine and Biomedical and Behavioral Research. In its 1981 report, Protecting Human Subjects: The Adequacy and Uniformity of Federal Rules and their Implementation, the Commission stated that it "is clear that researchers and IRB members desire help both in understanding the policies and principles that underlie the regulations governing research with human subjects, and in identifying the issues to which one should be sensitive in designing or reviewing research proposals".

The present Guidebook is a revised, updated, and expanded second edition, prepared under contract by Robin Levin Penslar, Research Associate at the Poynter Center for the Study of Ethics and American Institutions, in consultation with the Office for Protection from Research Risks and its numerous advisors. The Guidebook is available online at 

http://www.hhs.gov/ohrp/irb/irb_guidebook.htm. 
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All meetings will be held conference room locations at the University of Wisconsin-Whitewater.  The Board meets in closed session.  Investigators are invited to participate in protocol discussion only.  Investigators will be notified of date and time of review.

The Institutional Review Board for the Protection of Human Subjects does not convene during Summer or Winterim sessions.  Investigators must submit protocols requiring Full Board Review in the Spring or Fall semesters.  Faculty, staff, and students may submit anytime those protocols that qualify as exempt from further oversight or are eligible for review under the expedited process.
Submit your protocols requiring FULL BOARD REVIEW to Research and Sponsored Programs by 4:30 p.m. on the deadline.  The below-referenced submission deadlines apply only to projects requiring FULL BOARD REVIEW.  Deadlines are firm.  FULL BOARD protocols submitted after the published deadline will not be reviewed until the next regularly scheduled meeting.
	FULL BOARD Meeting Dates
	FULL BOARD REVIEW [ONLY] Submission Dates

	
	

	21 September 2011
	13 September 2011

	19 October 2011
16 November 2011
	11 October 2011
8 November 2011

	15 December 2011
	6 December 2011

	
	

	


Submission deadlines do not apply to EXEMPT research or research qualifying for EXPEDITED review.  Submit your EXEMPT/EXPEDITED protocols to Research and Sponsored Programs at any time.
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The University of Wisconsin-Whitewater (UWW) encourages and supports free and responsible investigation by faculty, staff, and students.  University of Wisconsin-Whitewater policies and procedures for the protection of human subjects have been developed to protect the rights and welfare of human subjects.  This GUIDE contains guidelines and instructions to assist you in the preparation of a protocol for submission to the Institutional Review Board for the Protection of Human Subjects (IRB).  

Research projects that involve human subjects will require review by the UWW IRB to determine if you have employed adequate measures to protect the participants involved in your study.  Additional campus policies regarding drawing blood and stress testing can be found in the University Handbook or on-line at http://uwwcwis.uww.edu/uwwhdbk.

	UWW Policy Statement Regarding Federal Regulations

and IRB Governance of Research
The Office for Human Research Protection (OHRP) has published regulations for IRB governance of research involving human subjects [Federal Register (June 18, 1991, 45CFR46) Revised June 23, 2005 and Effective June 23, 2005].  The University of Wisconsin-Whitewater adheres to these regulations.  Faculty, staff, and students intending to use human subjects in research should read this publication (available from Research and Sponsored Programs) or available on the Web at: 

http://www.nihtraining.com/ohsrsite/guidelines/45cfr46.html 

For the purpose of IRB review, Federal Register [June 23, 2005, 45CFR46] defines research as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.  Activities that meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes.  For example, some demonstration and service programs may include research activities.
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ADDITIONAL QUESTIONS

If you have any additional questions regarding the completion of the protocol or the Federal Regulations, contact: Denise Ehlen, IRB Administrator, Research and Sponsored Programs Telephone: 472-5212, E-Mail: ehlend@uww.edu, Web: www.uwworsp.org.

COURSE RESEARCH CERTIFICATION

INTRODUCTION/DEFINITION

The UWW IRB recognizes that many projects conducted to fulfill course requirements involve research with human subjects.  Such research occasionally entails certain risks to the participants involved.  As students vary in expertise regarding research procedures designed to protect the rights of human subjects, the IRB has developed the following guidelines regarding classroom-based research projects.  These guidelines are intended to provide clarification and simplify the process for obtaining IRB approval.

EXEMPT CATEGORIES

Students who wish to collect data from human subjects as part of the requirements for a specific class may conduct research as long as the informants are not identifiable by name or description.  The key factor is that they do not require participants to reveal anything about sensitive personal experiences, behaviors, and/or identity.  This would guarantee that participants are not considered to be placed at risk by their participation.  In these cases, IRB approval of each individual project is not required.  Instructors must submit an ORSP/IRB Cover Sheet for Research with Human Subjects AND the appropriate IRB Protocol to the Office Research and Sponsored Programs certifying that students will conduct research that qualifies as “exempt” from further oversight as defined by 45CFR46 and outlined below.

These exemptions do NOT apply to research involving prisoners, fetuses, pregnant women, or human in vitro fertilization.

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.  [Applies to research with minors.]
2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) [applies to research with minors], survey procedures [does NOT apply to research with minors], interview procedures [does NOT apply to research with minors], or observation of public behavior [applies to research with minors only when the investigator(s) does(do) NOT participate in the activities observed] UNLESS
(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects, and (ii) Any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation
.


Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is NOT already EXEMPT under #2 if:

(i) the human subjects are elected or appointed public officials or candidates for public office, or (ii) Federal statute(s) require(s) without exception that confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

3. Research involving the collection or study of existing data, documents, records, or pathological 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.  [Applies to research with minors.]

4. Research and demonstration projects which are conducted by or subject to the approval of (Federal) 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 these programs, (iii) possible changes in or alternatives to those programs or procedures, or (iv) payment for benefits or services under those programs.

5. Taste and food quality evaluation and consumer acceptance studies,

(i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level 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.

EXPEDITED AND FULL PROCESS

Instructors must complete and submit an ORSP/IRB Cover Sheet for Research with Human Subjects AND the appropriate IRB Protocol for all projects that meet the following criteria:  

1. Participants will be identified either by direct correlation or by the responses to specific questions and/or behaviors; or

2. Participants will be systematically selected from a potentially vulnerable or sensitive group and asked questions regarding their opinion, behavior or experiences, e.g., gifted children, alcoholics, homosexuals, etc.; or 

3. Any other types of projects eligible for expedited review, student integrated projects, or practicum projects that do not qualify as exempt from further IRB oversight, or projects that require FULL BOARD review as defined by 45CFR46.

COLLABORATIVE RESEARCH

If you are submitting a collaborative protocol with another facility and/or faculty/staff employed by another institution, that institution's IRB must approve the protocol before submission to UWW's IRB.  Once you have obtained approval from the collaborating institution, submit a copy of the approved protocol and all attachments, the ORSP/IRB Cover Sheet, and the document stating that the collaborating facility's IRB has approved your protocol.  

If you are managing the project and the project participants are UWW students, the protocol should only be submitted to UWW's IRB.  

FULL BOARD protocols for projects involving cooperating institutions (hospitals, prisons, social welfare agencies, for example) must be accompanied by evidence of an affiliation letter with each cooperating institution, which specifies the assignment of responsibility for the activities to be performed and identifies the supervisory personnel in the agency.  You may not begin subject recruitment or data collection until you have submitted the original signed affiliation letter(s) to Research and Sponsored Programs.

Projects which have been approved by another institution’s Review Board will be ratified by UWW’s IRB during our full Board meeting or electronically.  Any Board member may call for a full review if significant deviations from federal regulations are identified in the approved protocol. 

You may modify the sample “Affiliation Letter” so it pertains to the specific situation of your protocol, but it must contain all the pertinent information in the sample.  It is your responsibility, as the researcher, to obtain the signature of the individual with authority from the cooperating institution and your department chair.  

Research and Sponsored Programs will obtain the signature of the University of Wisconsin-Whitewater authorized institutional representative.  The original “Affiliation Letter” will be returned to you and a copy will be retained in the IRB files.

	COOPERATING INSTITUTIONS


Protocols for projects involving cooperating institutions (hospitals, prisons, social welfare agencies, etc.) must be accompanied by evidence of an affiliation by a letter, which specifies the assignment of responsibility for the activities to be performed.  The “Affiliation Letter” must also identify the supervisory personnel at the cooperating institution.  You may not begin subject recruitment or data collection until you have submitted a copy of the signed affiliation letter(s) to the Research and Sponsored Programs office.

You may modify the sample “Affiliation Letter” so it is relevant to the specific situation of your protocol.  The letter must contain all pertinent information provided in the sample.  It is your responsibility, as the researcher, to obtain the signature of the individual with authority from the cooperating institution(s) and your department chair.

The Research and Sponsored Programs office will obtain the signature of the University of Wisconsin-Whitewater authorized institutional representative.  The original “Affiliation Letter” will be returned to you and a copy will be retained in the IRB files.

 (suitable for cut, paste, and print on campus letterhead)

     
     
University of Wisconsin-Whitewater 

800 West Main Street, Whitewater WI 53190

     
     
Dear      :

The University of Wisconsin-Whitewater wishes to express their appreciation to you and your organization for allowing       to perform scholarly research on your premises.

The researcher will require access to data (and other resources if listed below) necessary to conduct research for a project titled       with University of Wisconsin-Whitewater Institutional Review Board for the Protection of Human Subjects Protocol #     .  The researcher has agreed to safeguard all data from unauthorized access and protect confidentiality to the extent possible under the law.  The researcher will conduct the following study:

     
I understand that the contact person at your organization with whom the researcher is to communicate with regarding the research project is        who may be reached at      .  If any problems and/or concerns arise concerning this project, please notify Denise Ehlen in the University of Wisconsin-Whitewater Office of Research and Sponsored Programs, 800 West Main Street, Whitewater, WI 53190, E-mail: ehlend@uww.edu, Telephone: 262.472.5212,
Please sign a copy of this letter to acknowledge receipt and your understanding of the scope of the researcher’s proposed activity.  Return it to       at the address listed above.

Thank you for your cooperation.

	Principal Investigator / UW-Whitewater
	
	Collaborating Institution

	
	
	

	By
	
	By

	     
	
	     

	Name and Title
	
	Name and Title

	
	
	

	Date
	
	Date


Researchers utilizing the Internet as a research tool must address the following issues (unless considered “not applicable”) and include information on each issue in their protocol and informed consent:

1. State whether the Internet site is considered public or private space.  State whether you have obtained (or how you attempted to obtain) permission from the list owner or administrator (if applicable) to recruit subjects from, or post messages on, the site.  If no list owner or administrator can be contacted, researchers should post a message of interest to conduct research to the list participants for their discussion and consideration before informed consent documents are provided to participants.  Researchers shall also obtain permission to use archived data from a list or site.  (Permission may be verified by an e-mail from the list owner or administrator, and a copy should be included in your protocol.)

2. Inform the subjects that online communications, in general, are considered public in nature.  Electronic records of such communications may therefore be subject to open records requests.

3. Inform the subjects that there is no completely secure interaction online.  The following statement must be inserted into the informed consent document: As an online participant in this research, there is always the risk of intrusion by outside agents, i.e., hacking, and therefore the possibility of being identified.  Such a statement highlights concerns related to data confidentiality and the risk/benefit of participation in the study.

4. State that subjects provided with an online e-mail account are allowed and encouraged to change passwords at regular intervals.

5. If the researcher uses encryption software, a thorough set of instructions shall be included in the protocol and provided to the subjects.

6. The protocol will describe how subjects will be identified in written reports, whether by use of their screen names or by pseudonyms (if applicable).

7. The researcher will state that the data and identifiers shall be kept on different servers/computers
.
8. Researchers shall provide a forum for participants to ask questions online (e.g., the researchers’ e-mail address) before consenting to participate in a research project.

9. Researchers shall identify how participant identity will be safeguarded on a forum where some participants consent while others do not.

10. The researcher will provide a yes/no statement or checkbox in the online format to substitute for a signature on the consent form.

11. Online research with minors is strongly discouraged.  If minors are recruited for online research, a written, signed informed consent by a parent or guardian is required.
DETERMINATION OF "EXEMPT" STATUS

INTRODUCTION/DEFINITION

EXEMPT (from further IRB oversight) research is a category of research, defined by Title 45 Code of Federal Regulations Part 46 (aka the Common Rule) that does not require FULL BOARD review and approval.  Unless otherwise required by department or agency policies, research activities, which only incorporate human subject involvement as described below, will qualify for one or more of the following EXEMPT categories.  

EXEMPT CATEGORIES

These exemptions do NOT apply to research involving prisoners, fetuses, pregnant women, or human in vitro fertilization.

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.  [Applies to research with minors.]
2. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement) [applies to research with minors], survey procedures [does NOT apply to research with minors], interview procedures [does NOT apply to research with minors], or observation of public behavior [applies to research with minors only when the investigator(s) does(do) NOT participate in the activities observed] UNLESS
(i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects, and (ii) Any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.

3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is NOT already EXEMPT under #2 if:

(i) the human subjects are elected or appointed public officials or candidates for public office, or (ii) Federal statute(s) require(s) without exception that confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

4. Research involving the collection or study of existing data, documents, records, or pathological 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.  [Applies to research with minors.]

5. Research and demonstration projects which are conducted by or subject to the approval of (Federal) 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 these programs, (iii) possible changes in or alternatives to those programs or procedures, or (iv) payment for benefits or services under those programs.

6. Taste and food quality evaluation and consumer acceptance studies,

(i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level 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.

DETERMINATION OF EXPEDITED STATUS 

If your project is not classified as EXEMPT and the risk of harm anticipated in the research is not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests, your project may qualify for EXPEDITED review (involves minimal risk).

DETERMINATION OF FULL BOARD REVIEW STATUS

If your project involves more than "minimal risk" to participants as defined previously, your project requires a FULL BOARD review.  Protocols involving any of the following will also require FULL BOARD review (unless your project qualifies as EXEMPT as described in that section):

· Including minor subjects (children 17 years of age or younger
)

· Targeting special populations (prisoners, pregnant women, individuals with disabilities)

· Using of video- or audiotape to record participants

· Asking questions that may be highly embarrassing or compromising (e.g., sexual behavior, sexual orientation, alcohol consumption, illegal drug use, medical conditions, violations of the law, personal finances, problems in the workplace, etc.)

· Exposing participants to graphically violent or pornographic materials

· Inflicting physical pain upon, attaching electrodes to, or injecting any substance into participants

· Creating high levels of stress, fear, discomfort, or tension

· Threatening participants in any way

· Causing participants to violate laws or official university regulations

· Providing some participants with benefits denied to others (this includes payments or rewards for participation, e.g., exclusively offering extra credit to research participants, etc.)

· Causing physical or mental exhaustion or engaging participants in intense (maximal) exercise

· Placing individuals in confining physical settings or attaching other devices

· Exposing participants to extreme conditions (e.g., bright lights, loud noise, intense pressure, strong odors, complete darkness, extreme heat or cold, sudden movement, etc.)

· Leaving participants alone for periods of time longer than 20 minutes

· Taking hair samples or nail clippings from participants

· Taking human tissue samples or sampling any other bodily fluid

REVIEW OF EXEMPT RESEARCH

Completed protocols should be submitted to the Research and Sponsored Programs office for review by the IRB Chair or designee.  Research and Sponsored Programs will notify you when your protocol is approved as EXEMPT.  You may not begin your research until you receive the approval notification from that office.  

Once approved, you will not need additional review of your protocol unless you make modifications to your original protocol submission.  

If the IRB Chair or designee determines that your protocol is not EXEMPT, needs clarification/modification, or requires FULL BOARD review, you will be notified and given instructions on how to proceed.

The IRB requires a minimum of ten business days to complete review of EXEMPT protocols.

REVIEW OF EXPEDITED RESEARCH

If your project is classified as minimal risk and qualifies for EXPEDITED review, you must submit your protocol to Research and Sponsored Programs for review by the IRB Chair or designee.  Research and Sponsored Programs will notify you when your protocol is approved.  You may not begin your research until you receive the approval notification from that office.  

If the IRB places a conditional approval on your protocol, you will not receive official approval until the IRB Chair reviews and approves the required modifications.  Once you have met those conditions, you will receive notification of condition fulfillment approving your protocol for one year.  (Instructions for submission of Condition Fulfillment presented later in this GUIDE.)  

The IRB will NOT provide approval letters to funding agencies until all the conditions necessary to approve the protocol have been met.

If the IRB Chair or designee determines that your protocol does NOT qualify for EXPEDITED review and requires FULL BOARD review, you will be notified and given instructions on how to proceed.

If at any time you modify your expedited protocol, you must submit those changes to Research and Sponsored Programs for review and approval by the IRB.  Instructions to submit protocol Modification presented later in this GUIDE.  

The IRB requires a minimum of ten business days to complete review of EXPEDITED research.
REVIEW OF FULL BOARD PROTOCOLS

If your project requires FULL BOARD review, you must submit your protocol to Research and Sponsored Programs for review by the IRB Chair or designee by the appropriate deadline.  The Board meets in closed session.  You will receive documentation providing an approximate time the Board will discuss your protocol.  The IRB encourages you to attend the FULL BOARD review to provide any clarification the Board may need.  At the meeting, the IRB may approve, conditionally approve, reject, or table (e.g. due to insufficient information) your protocol.  

After the meeting, Research and Sponsored Programs will notify you of the status of your protocol.  If the IRB places a conditional approval on your protocol, you will not receive official approval until the IRB Chair or the Full Board reviews and approves the required modifications.  Once you have met those conditions, you will receive notification of condition fulfillment approving your protocol for one year.  The IRB will NOT provide approval letters to funding agencies until all the conditions necessary to approve the protocol have been met.  

If at any time you modify your protocol, you must submit those changes to Research and Sponsored Programs for further review by the IRB.  

CONDITION FULFILLMENT

If the IRB places a conditional approval on your protocol, you will not receive official approval until the IRB Chair reviews and approves the required modifications.  You must submit a new ORSP/IRB Cover Sheet (with the “Condition Fulfillment” box checked) to Research and Sponsored Programs.  Please attach to the ORSP/IRB Cover Sheet a copy of the modified protocol, highlighting the areas that you have changed.  If the required modifications are minor (i.e., title change, agency change, addition of data collection sites, etc.) the IRB Chair or designee will review and approve the changes (policy applies to EXEMPT, EXPEDITED, and FULL protocols).  If major modifications are required for a protocol reviewed under the FULL BOARD process, the condition fulfillment must also be included on the next IRB agenda for FULL BOARD review UNLESS the Board specifically vests the Chair (during initial review) with the authority to review and approve the required condition fulfillment modifications.

MODIFICATIONS

If you make any changes to your protocol, you must submit a new ORSP/IRB Cover Sheet (with the “Modifications” box checked) to Research and Sponsored Programs.  Please attach to the ORSP/IRB Cover Sheet a copy of the modified protocol, highlighting the areas that you have changed.  If the modifications are minor (i.e., title change, agency change, addition of data collection sites, etc.) the IRB Chair or designee will review and approve the changes (policy applies to EXEMPT, EXPEDITED, and FULL protocols).  If major modifications are made to a protocol originally requiring FULL BOARD review, the modified protocol will be included on the next IRB agenda for another FULL BOARD review. 

Using the following outline format, describe the subject population and summarize the procedures you will use.  You must fully describe the procedures involving human subjects.  

1. RESEARCH PARTICIPANTS

a. Outline gender, race or ethnic group, age range, and other participant characteristics. 

b. Describe subject affiliation (institutions, general public, students, etc.) and your relationship to the cooperating institution, if any (employee, member, volunteer, etc.).

c. Describe participants’ general state of health (mental and physical).  If the research design dictates that participants be in good mental and/or physical health, indicate who will determine and how.

d. If participants are minors, mentally incompetent, or legally restricted groups, explain the necessity/rationale for including these particular groups.

e. If the participants are minors, and if parent(s)/guardian(s) are not allowed to see the results of their child’s participation, the parent(s)/guardian(s) should be notified of that fact ahead of time.  Address this here in your protocol.  Written parental consent is required for research with minors unless specifically waived by the IRB.  The IRB may alter the consent process or waive the requirement for you to obtain a signed consent form for participants if you meet the requirements set forth in the Federal Register, June 23, 2005, 45CFR46, §46.116 and §46.117.  If this applies to your research, state the CFR citation (either 45CFR46, §46.116 or §46.117) and why it applies.  The Board will discuss and vote on the consent procedure modification at the FULL BOARD meeting.

2. RESEARCH DESIGN/PROCEDURES

Please pay particular attention to procedures and research design.  If the IRB determines that the protocol involves only minimal risk BUT the design is so flawed as to result in no/minimal benefit, the protocol may be rejected or returned for modification and resubmission.

a. State the specific hypothesis(es) to be tested.

b. Outline possible benefits or advantages the proposed study may provide to an individual subject, group of subjects, or society.  If there are no direct benefits to individuals, clearly state this.

c. Outline the inclusion and/or exclusion criteria for participants, explaining the rationale for the involvement of any special groups.  

d. Explain how you will recruit participants or sampling procedure(s).  Include who will contact participants, how the contact will be made, how names will be obtained as potential candidates for the project, and how participants will be enrolled in the study.  

You must attach a copy of all recruitment materials (posters, telephone scripts, etc.).

If you will recruit participants from UWW classes (NOTE: faculty and staff may refuse access to their students as participants despite IRB approval), you must provide a copy of the complete approved protocol and attachments to the instructor(s).
e. Provide a detailed description of the research procedures and methodologies to be used.  (Explain the information you will be gathering along with the means for collecting, recording, and analyzing the data.)  Describe where and for how long you will store the data during the study and after the study is complete.  

f. Indicate personnel (including students) who will interact with the subject(s) or who will be present during a subject’s(s’) participation.  State the qualifications and roles of all personnel.  (You may attach curriculum vitae or resumés establishing investigator qualifications in lieu of text.  If you choose to provide attachments, please reference the appropriate appendix number(s) here.)  Clarify that the co-investigator’s and/or student’s presence will not jeopardize data safeguards.

g. State the location(s) where you will work with participants. 

h. State the duration of the project and the total amount of time required of each participant.  If you will be using multiple instruments, state the amount of time required for each instrument.

i. If you will pay (or otherwise “reward”) participants, indicate the type of payment (cash, money order, extra credit, etc.), the amount of payment, when the participants will receive the payment, and whether or not your participants will receive the payment if they drop out of the study.

j. If the project involves invasive medical procedures and/or stress testing, please state the qualifications of the person(s) performing the procedure.

k. If the project involves Internet research, address items one through eleven of the University of Wisconsin-Whitewater policy outlined in this GUIDE.

3. SAFEGUARDING THE IDENTITY OF PARTICIPANTS

a. Describe which elements of your project might be openly accessible to other agencies or appear in publications.

b. Describe the precautions you will employ to safeguard identifiable records or individuals.  These questions also apply to secondary sources of data.

i. Describe the immediate use of the data by yourself and others.

ii. Describe the long-range use of data by yourself and others.  

iii. State whether or not participants will be identifiable directly or through identifying information linked to the participants.  If applicable, state how you will link the data to participants during your study.  Describe specific procedures you will use to safeguard participants’ data from unauthorized access.  

4. RISK

a. Describe in detail any physical, psychological, social, legal, economic, or any other risks you foresee, the rationale for the necessity of such risks, and why alternatives may not be feasible.

b. If you plan to conduct “non-beneficial research” (i.e. research involving investigations of a person, life, or surroundings, which has no benefit to that person) and you feel that there are no other methods available for obtaining the information needed, justify:

i. Extent of the risks,

ii. The importance of the knowledge you will gain, and

iii. Why you feel that the value of the information to be gained outweighs the risk involved.

5. DECEPTION 

a. If you will utilize deception in gathering your data, you must do the following:

i. Justify and support the use of deception, 

ii. State that each individual will be debriefed, and

iii. Provide a detailed written description of the debriefing process, which includes a complete explanation of the deception (the participants should receive a written explanation of the need for deception if possible).  You must attach a copy of all recruitment and debriefing materials (posters, telephone scripts, etc.).

6. INFORMED CONSENT / CHILD ASSENT

Obtaining informed consent/child assent adheres to the basic ethical principle of voluntariness.  This is a safeguard for protecting the well being of participants.  Permitting the subject to make a fully informed decision to participate in an activity averts potentially coercive conditions and assures the voluntary nature of participant involvement.  The IRB may alter the consent/assent process or waive the requirement for you to obtain a signed consent for participants if you meet the requirements set forth in the Federal Register, June 23, 2005, 45CFR46, §46.116 and §46.117.

When seeking informed consent, allow a sufficient amount of time for subjects to consider whether to participate.  This will minimize the possibility of coercion or undue influence.  Consent may be given or revoked orally.  “Informed Consent” only documents that you informed the subject of the risks and benefits and that the subject gave consent, at that time, to participate.  The subject may revoke that consent orally at any time for any reason.  Therefore, you must continually monitor the subject’s consent.

FORMAL (SIGNED) CONSENT/ASSENT

Informed consent shall be documented by the use of a written consent form approved by the IRB and signed by the subject and/or the subject’s legally authorized representative, when appropriate.  A copy shall be given to the person signing the form and the researcher shall retain a copy.  Consent may take either of two forms:

A written consent statement may be used which is read to or read by the subject or the subject’s legally authorized representative.  All legal minors or persons assigned legal guardians must assent to participate in a study.  Investigators must also obtain the written consent of the parent or guardian.

A “short form” written consent statement, which states that the elements of informed consent have been presented orally to the subject/legally, authorized representative.  When the “short form” method is used, there must be a witness to the oral presentation.  Only the “short form” itself must be signed by the subject/legally authorized representative.  However, the witness must sign both the “short form” and a copy of the summary.  

WAIVER OF FORMAL (SIGNED) CONSENT/ASSENT

For protocols where written consent may not be feasible and/or will substantially delay project progress (for example, mailed surveys, telephone surveys, etc.) you may obtain informed consent by including an informational cover page or paragraph (at the beginning of the survey, questionnaire, etc.) explaining the study and including all basic elements of informed consent.  The following additional statement must appear on the cover page or at the top of the first page of your survey or questionnaire.

Completing this (survey, etc.) indicates that I am at least eighteen years of age and give my informed consent to participate in this study.
You may also read a consent statement, containing all basic elements of informed consent, to the respondents and obtain oral consent.  If you will read a consent statement to your participants, you must provide the IRB with a copy of the consent script for review.

a. Provide a rationale for the selected method of obtaining participants’ informed consent, child assent, and/or parental consent.

b. Provide a copy of the informed consent and/or assent document(s) that includes the following BASIC ELEMENTS OF INFORMED CONSENT.  If you plan to conduct Internet research, you must also address items one through eleven of the University of Wisconsin-Whitewater policy outlined in this GUIDE.

i. A statement that the study involves research, an explanation of the purpose of the research, the expected duration of the subject’s participation, a description of the procedures to be followed, and identification of any procedures which are experimental.

ii. A description of any reasonably foreseeable risks or discomforts to the participants.

iii. A description of any benefits to the participants or to others, which may reasonably be expected from the research.

iv. A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject (if applicable).

v. A statement describing how the records identifying the subject will be safeguarded.  For example:

A. Every effort will be made to safeguard your identity and any information you provide from unauthorized access.  Participants’ names will not be used in any reports or presentations derived from this study.

B. All information you provide will be kept confidential to the extent provided by the law.
  
vi. For research involving more than minimal risk, an explanation as to whether any compensation is to be given.

vii. For research involving more than minimal risk, an explanation as to whether any medical treatments for injuries or counseling/psychological services for mental stress are available and, if so, a description of services and where further information may be obtained.  Student participants should be directed to contact UWW’s University Health and Counseling Services in the event of research-related injury/distress.  You must provide a name and telephone number at minimum. 


Non-student participants should be provided with a research-specific and appropriate referral in the event of physical injury/emotional distress.

viii. An explanation of whom to contact for answers to pertinent questions about the research.  (Include the principal investigator/faculty advisor’s
 name, address, and telephone number.)

ix. An explanation of whom to contact for answers to pertinent questions about the research subject’s rights/treatment.  You may direct participants to contact:

Denise Ehlen, IRB Administrator

Office of Research and Sponsored Programs

University of Wisconsin-Whitewater

800 West Main Street

Whitewater, WI 53190

Telephone: 262-472-5212

Fax:  262-472-5214

E-Mail: ehlend@uww.edu 
x. A statement that participation is voluntary and that refusal to participate will involve NO penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

7. ADDITIONAL ELEMENTS OF INFORMED CONSENT

a. When appropriate, one or more of the following elements of information shall also be provided to each subject:

i. A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable.

ii. A statement of anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.

iii. A description of any additional costs to the subject that may result from participation in the research.

iv. An explanation of the consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.

v. A statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to the subject.

vi. A description of the approximate number of participants involved in the study.

Protocols must include the following:

1. An ORSP/IRB Cover Sheet for Research with Human Subjects (two page form).
2. An IRB Protocol Abstract written in layperson's language, which describes the research project/methodology. 
3. An IRB Protocol Summary of your project using an outline format.
4. Any Instruments used for your research project (including recruitment scripts and/or documents, surveys, interview scripts, etc.).
5. Informed Consent / Child Assent document(s).  
6. A Cooperating Institution Letter (Affiliation Letter), if applicable.
7. A Debriefing Statement, if you will use deception.

All pages, including appendices and attachments, must be numbered sequentially.
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	submission type: 
 FORMCHECKBOX 
 original research submission 

 FORMCHECKBOX 
 condition fulfillment 


 FORMCHECKBOX 
 original course research certification
 FORMCHECKBOX 
 protocol modification 
	# ____

# ____


	principal investigator or faculty/staff supervisor
	protocol code (condition fulfillment/modifications only)

	     
	     

	department
	telephone
	e-mail

	     
	     
	     

	co-investigator (faculty/staff)
	telephone
	e-mail

	     
	     
	     

	student investigator
	telephone
	e-mail

	     
	     
	     

	project title
	start date
	end date

	     

	     
	     


	protected populations and other review determinants
Please check all of the following descriptors, which apply to your research:
	 FORMCHECKBOX 
 Minors



 FORMCHECKBOX 
 Pregnant Women


 FORMCHECKBOX 
 Prisoners



 FORMCHECKBOX 
 Collaborative Research

 FORMCHECKBOX 
 Illegal Behavior


 FORMCHECKBOX 
 Fetuses

 FORMCHECKBOX 
 Sensitive Content


 FORMCHECKBOX 
 Cognitively Impaired/Mentally Ill

 FORMCHECKBOX 
 Integrative Project


	principal investigator faculty/staff supervisor certification

	I have read the University of Wisconsin-Whitewater IRB GUIDE and certify that this research conforms to campus and federal regulations, policies, and procedures; is theoretically justified by sound research design; will adhere to ethical principles of research; and is compatible with the goals and/or objectives of my department/unit and college/division.   I further certify that if supervising student or course research, I will train all students in federal and institutional policies and procedures governing the use of human subjects in research.  I understand I am responsible for research conducted by my students.

	     
	 FORMCHECKBOX 
 submitted electronically
	     

	typed/printed name  
	signature
	date


	student investigator certification

	I have read the University of Wisconsin-Whitewater IRB GUIDE and certify that I am familiar with campus policies and procedures related to the protection of participants and will uphold high ethical principles in all research using human subjects.

	     
	 FORMCHECKBOX 
 submitted electronically
	     

	typed/printed name
	signature
	date


	department chair/unit director acknowledgement (optional)

	I acknowledge receipt and review of the attached protocol

	     
	
	     

	typed/printed name  
	signature
	date


SUBMIT PROTOCOL DOCUMENTS TO UWW ORSP, 2243 AndERSEN
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	uww irb human subjects review protocol checklist  
 ALL PAGES MUST BE NUMBERED SEQUENTIALLY.

	attached
	n/a
	item

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	ORSP/IRB COVER SHEET FOR RESEARCH WITH HUMAN SUBJECTS

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	UWW IRB HUMAN SUBJECTS REVIEW PROTOCOL ABSTRACT 

The abstract must be written in layperson's language and describe the rationale for the study, research project methodology, and expected results/outcomes.  Failure to submit complete information may delay the review process. 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	IRB PROTOCOL SUMMARY 

Investigators must use outline format as described in the GUIDE.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	INFORMED CONSENT 

Insert copies of informed consent/assent documents OR request for a waiver (as permitted in limited circumstances as noted in 45 CFR 46).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	INSTRUMENTS

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	DEBRIEFING STATEMENT, if you will use deception.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	COOPERATING INSTITUTION LETTER, if applicable.


	protocol review

	I have reviewed the protocol and determined that under rules governing protocol review, the [modified] project 

	

does not meet the federal definition for research and does not require review by the IRB.

	
 
must be resubmitted with modifications/additional information before a review decision is made.

	 See attachment for details

.

	
 
involves COLLABORATIVE RESEARCH and must be submitted first to the collaborating institution for review and approval.  Upon completion of that review, the protocol must be resubmitted to UWW’s IRB as described in the UWW IRB GUIDE.

	
 
is approved as exempt from further oversight [category(ies): ________].  No expiration date

	· qualifies for expedited review and is approved for one year without [further] modification.  Recommended changes include:  None
 See attachment for details.    











Expiration date          /          /__

	
 
qualifies for expedited review and is approved contingent upon modifications: [Submit to UWW ORSP for approval.]

	

 See attachment for details.




Expiration date          /          /_   __

	

requires full board ratification as written/approved by ______________________________ and will be 


 included on the next IRB agenda          /          /          or  will be distributed electronically for ratification.

	

requires full board review as written and will be included on the next IRB agenda         /          /

	

requires full board review.  Modifications described below must be completed and submitted before the project will be included on the IRB agenda. 
 See attachment for details.

	  is approved and will be included on the next IRB agenda for ratification. 

	review authorization
	
	

	typed/printed name irb chair/designee
	signature
	date

	If you should make any changes in the protocol involving 1) method, 2) participants, 3) informed consent, and/or 4) subject identification, you must resubmit the protocol.  The case number assigned to this protocol is listed on page one of the Cover Sheet; please reference this number in all future correspondence.  You are responsible for submission of an Annual Progress Report (if necessary) and for maintaining all records related to this project for at least three years after completion of the research project.


ANNUAL PROGRESS REPORTS AND RENEWALS POLICY AND INSTRUCTIONS
The IRB is required by 45 CFR 46.109(e) to conduct an annual review of every expedited or full board IRB-approved protocol following the 12-month approval period.  Investigators may request/receive one renewal to extend the project by one year.  

Approximately 60 days before your protocol approval period ends, you will be sent an ORSP/IRB Annual Progress Report Form.  Complete this form and return it to Research and Sponsored Programs, even if you have concluded your research.  

If you have not completed your study and plan to renew your protocol without changes, indicate that on the Annual Progress Report Form.  Submit to Research and Sponsored Programs, the Annual Progress Report Form and a written report on the progress of your study.

If you need to renew your protocol with modifications, submit the completed Annual Progress Report Form, a copy of your modified protocol with the changes highlighted, and a written report on the progress of your study.

Renewals of protocols originally reviewed under the EXPEDITED mechanism, are reviewed by the IRB Chair or designee and ratified by the FULL BOARD at the next meeting of the IRB. 
	
	 
ORSP/IRB ANNUAL 

PROGRESS REPORT 

(EXPEDITED/ FULL ONLY)


       


The IRB is required by 45 CFR 46.109(e) to conduct an annual review of every expedited or full board IRB-approved protocol following the 12-month approval period.  Investigators may request/receive one renewal to extend the project by one year.  Please complete all of the following sections and return this form to Research and Sponsored Programs. 

	submission type:    FORMCHECKBOX 
 original submission
 FORMCHECKBOX 
 modification


	principal investigator or faculty/staff supervisor
	protocol code (condition fulfillment/modifications only)

	     
	     

	department
	telephone
	e-mail

	     
	     
	     

	co-investigator (faculty/staff)
	telephone
	e-mail

	     
	     
	     

	student investigator
	telephone
	e-mail

	     
	     
	     

	project title
	expiration date

	     

	

	status of project (check one)

	 FORMCHECKBOX 
 Ongoing
	Estimated completion date      /     /     .  Do you want the IRB to notify a funding agency?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No.  If “Yes,” provide sponsor name/address:        

Number of participants participating?      

	 FORMCHECKBOX 
 Ongoing
	Not enrolling new participants – follow up only.  Do you want the IRB to notify a funding agency?  

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No.  If “Yes,” provide sponsor name/address:      


	 FORMCHECKBOX 
 Completed
	Signature of IRB Chair:

	 FORMCHECKBOX 
 Not Applicable
	Research project cancelled/not started.  There is no need to renew protocol.  [Please check here if project contingent upon FUNDING, which was not received.  FORMCHECKBOX 
] 

Signature of IRB Chair:  

	 FORMCHECKBOX 
 Pending
	Research project not yet started.  Anticipated start date      /     /       Do you want the IRB to notify a funding agency?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No.  If “Yes,” provide sponsor name/address:      


	 FORMCHECKBOX 
 Closed


	Rationale:                                                              Signature of IRB Chair:  

	level of risk (check one)

	 FORMCHECKBOX 
   Minimal Risk - Expedited
	 FORMCHECKBOX 
   
More than minimal risk (and/or the project involves special populations)—Full Board Review Conducted.

	have you made any changes in your protocol in the last year (check one)

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes, I have attached a description of proposed changes.  (Includes change in name or title of investigators.)


	principal investigator faculty/staff supervisor certification

	     
	 FORMCHECKBOX 
 submitted electronically

	     

	typed/printed name  
	signature
	date


	student investigator certification

	     
	 FORMCHECKBOX 
 submitted electronically

	     

	typed/printed name  
	signature
	date


SUBMIT annual progress reports TO UWW ORSP

	
	 
ANNUAL PROGRESS

REPORT PAGE 2 

(EXPEDITED/ FULL ONLY)


       



	summarize the results you have achieved thus far in your study.

	Include a description of any adverse events or unanticipated problems involving risks to participants or others, withdrawal of participants from research, or complaints about the research; a summary of any recent literature, findings, or other relevant information, especially information about risks associated with the research; and a copy of the current informed consent document(s).

	     


	REVIEW OF ANNUAL PROGRESS REPORT SUBMISSION

	 Renewal is approved.  
	New expiration date        /          /______

	 Renewal is approved contingent upon modifications as described below.  [Submit to UWW ORSP for approval.]

	 See attachment for details
 New expiration date        /          /______                

_
_
___    


	 Requires full board review and will be included on the next IRB agenda         /          /          

	 resubmit with modifications/additional information as described below.  [Submit to UWW ORSP for approval.]

	 See attachment for details

	REVIEW OF PROTOCOL MODIFICATIONS (AND/OR CONDITION FULFILLMENTS)

	I have reviewed the modifications to the protocol renewal and determined that the modified protocol is  

	 is approved.

 must be resubmitted with modifications as described below.  [Submit to UWW ORSP for approval.]

	 See attachment for details
                                                                                                New expiration date          /          /_____    


	REVIEW AUTHORIZATION
	
	

	typed/printed name irb chair/designee
	signature
	date

	If you should make any changes in the protocol involving 1) method, 2) participants, 3) informed consent, and/or 4) subject identification, you must resubmit the protocol.  The case number assigned to this protocol is listed on the Protocol Coversheet; please reference this number in all future correspondence.  You are responsible for submission of an Annual Progress Report (if necessary) and for maintaining all records related to this project for at least three years after completion of the research project.


�  Applies to minimal risk student integrated/practicum projects.


� The Research and Sponsored Programs office offers a laptop computer that can be checked out and utilized for storage of identifiers and/or data.


� UNLESS your project meets the EXEMPT criteria defined in that section.


�  The term confidential is restricted for use only in certain circumstances (attorney/client privilege, doctor/patient confidentiality, etc.)  Participant data may be shared as follows WITHOUT express participant consent:  1) The Institutional Review Board for the Protection of Human Subjects, the researcher’s supervisor, and the Chancellor will have access to all data upon request.  2) If the researcher has reason to believe that you or someone else may be in danger of physical harm, state law and professional ethics require the researcher to take steps to protect you and/or other persons involved.  This may include notification of appropriate social service agencies, legal agencies, and legal guardians (in the case of a subject under the age of 18).  3) In the event that the data is subpoenaed by the court.


� Campus policy dictates that ALL research be directed by a faculty or staff member.  Student research projects must be coordinated under the directed supervision of an appropriate faculty or staff advisor.  Both advisor and student investigator contact information should be included in consent document associated with student research.
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