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 Guide for Review of Research Involving Human Participants

From SUNY Brockport Institutional Review Board

Introduction - The purpose of these guidelines is to assist faculty, student, and staff researchers planning to conduct research involving human participants to submit your proposal for review to the Institutional Review Board.  This is a collaborative process intended to result in research procedures which accomplish your research objectives while protecting the rights and welfare of the participants.  The IRB tries to be as flexible as possible and reviews each project as a separate case.  The IRB sees its role as primarily educational and facilitating, and encourages consultation at all stages of the research process.
1.    Frequently Asked Questions

       What is human participants research?

       “Human participants research” is defined as a systematic investigation designed to develop or contribute to general knowledge, which involves the collection of data from or about living human beings. (Federal regulations definition – 45 CFR 46.102). If the knowledge is to be

 a) generalizable and extrapolated beyond the specific study, and it b) involves a systematic design, then it is research. This includes the use of data by agencies, practitioners, or students to modify existing programs, interventions, educational groups, etc. The results do not have to be published to be generalizable. Student research involving human participants outside their own classroom is included in this category if it meets the above criteria.          
        Why must it be reviewed by the IRB?

         Federal and state laws require this protection. Therefore, it is College policy to ensure that the rights and welfare of human participants are adequately protected in research conducted under its auspices.  

          Who must submit material for review?

          Any faculty, staff, student or external person who wants to conduct human participant research under the auspices of the College or on the grounds of the College must have prior approval of the College’s IRB.  Research conducted for course evaluation, institutional research, or ongoing college processes does not need to be reviewed.  If research results in dissemination of information in external publications or presentations, then the research must receive prior approval.  If no dissemination is planned at the time the data is gathered, but the possibility of future dissemination exists, the researcher should submit the project for approval before beginning research.

           How is it submitted?
           The guidelines and forms you need are in this document which covers the range of topics related to submission of research proposals to the IRB.  Specifically, there are packets for Category 1, 2, and 3 proposal preparation. Forms are submitted to the IRB Administrator, Academic Affairs, 6th Floor Allen Administration Building.

            When does it have to be submitted?

            Proposals may be submitted at any time.  Depending upon the level of your review category and the time of the year, proposals are generally approved within two weeks after a complete application is submitted. But depending upon the proposal and the speed with any revisions are made and submitted to the IRB it can take up to one month.

             Please note that Category I and II proposals submitted by December 1st of the fall semester can be reviewed before the semester break and campus shut-down.  Category III proposals submitted by Thanksgiving can be reviewed at Category III meetings before the semester break.  Proposals submitted beginning January 3rd will receive responses during the week preceding the start of the spring semester and the first week of classes.   

            If you are submitting a grant proposal to an external funding source that involves human participant research please call the Grants Development Director immediately at (585) 395-5118 (if you haven’t already).

             The IRB cannot give its approval or disapproval of human participants research projects already conducted. All research involving human subjects must be reviewed and approved prior to conducting the research.  Refer to the attached appendix “research conducted without IRB approval.”

       Who reviews my application?

        The College has authorized the Institutional Review Board (IRB) to review and approve human participant research.  The IRB is a campus-wide committee made up of faculty members from several different departments, and at least one person from the community.  Staff support is provided by the IRB Administrator through the Grants Development Office.  There are three different levels of review by the IRB depending upon the activities you are conducting.

       How will my application be reviewed?

       The review process focuses on the procedures affecting the rights and welfare of human participants including issues of risks to participants, informed consent, voluntary participation, equitable selection of participants, and maintaining confidentiality.  These are based upon federal regulations.

1) Risk/benefit – to approve research the IRB will determine that the following 

      requirements are satisfied:

a. Risks to participants are minimized by using procedures that are consistent with 

sound research design and which do not unnecessarily expose participants to risk.

b. Risks to participants are reasonable in relation to anticipated benefits, if any,

      to participants, and the importance of knowledge that may reasonably be

      expected to result from the research.  The IRB will examine study design or               scientific merit of a proposed study only within the context of its risk/benefit       

      analysis. Research participants should expect to participate in studies with

  sound research design.

        2)   Equitable selection of participants and recruitment – selection criteria will consider 

all populations that might potentially benefit from the research.  The IRB ensures that the recruitment of participants is equitable and free from coercion.

2)   Informed consent process – informed consent must be sought from each prospective 

      participant or the participant’s legally authorized representative.  Their participation 

      must be voluntary.

3)  Privacy and confidentiality – the IRB will determine that adequate provisions have 

      been taken to protect the privacy of participants and for ensuring confidentiality of an 

      individual’s participation as well as confidentiality of study data.

4) Special populations – when some or all of the participants are likely to be vulnerable to 

      coercion or undue influence (such as children, prisoners, pregnant women, persons who 

      are physically or mentally disabled, or economically or educationally disadvantaged 

      persons), additional safeguards must be included in the study to protect the rights and 

      welfare of these participants.   

        5) Research design – project is scientifically sound.  Is the hypothesis clear?  Is the study

design appropriate to prove the hypothesis?  Will the research contribute to general knowledge? Is there consistency between the purpose of the study, the variables identified, the hypothesis, purpose stated in informed consent, and instruments selected for data collection?  

The proposal checklist for evaluating IRB proposals is attached to each of the packets for category 1, 2, 3 proposals to assist you in being sure that you have addressed all of these points.

Where can I get assistance?

        Contact the IRB Administrator, at (585) 395-2779 or irboffic@brockport.edu.

         Questions about?

· continuing your project after 12 months
· modifications you need to make to the project after your have received approval
· investigator’s responsibilities
· maintaining records
· composition of the Institutional Review Board
· how to report problems that occur during research
· research conducted without IRB approval
· oral history/ethnographic research projects
· Internet research
· paying of participants
· research conducted in other countries
· deception used in research
· secondary analysis of existing data
· taping of participants
· collaborative research
· prisoners participating in research
· suspension or termination of IRB approval for research project?
Additional information on each topic can be found in the attached appendix. 

2. How Do I Submit My Proposal for Review?
SIX STEPS are involved.

STEP 1 - Training Requirement as of 9/01 required of all persons submitting proposals 

To be in compliance with federal regulations all persons (faculty, staff, students) submitting a proposal to the Institutional Review Board must complete a three-hour, online, modular training course on the protection of human subjects in research.  
· Go to web site -  http://www.citiprogram.org
You don’t have to register in advance and can immediately access the course 24 hours a day.  

· Decide which user group you belong to based upon the following information:

a) Group 1 – undergraduate students completing a class project need to complete only modules 1-5 in the social and behavioral tract.

b) Group 2 – everyone else (faculty, staff, graduate students, and undergraduate students completing theses or independent studies) must complete modules 1-6 in the social and behavioral tract and also the following modules if applicable to your research (#7 research with prisoners, #8 research with children, #9 research in public elementary and secondary schools, #10 international research or #11 Internet research).  

You must take the brief quizzes at the end of each module and get a score of 75% on the collective modules to pass.  If you don’t pass the first time you can take the quiz after the module over again.

                     Each module can be printed out if you desire.
· After you have completed the requirements above (depending on if you register in Group 1 or 2) you can print out a course transcript.  This will be emailed to you and to the IRB Administrator who will keep a record of your participation on file.
We will not be sending you a separate certificate of completion.  This transcript is your record of completion and will be available for you to access online for two years.

· Questions can be addressed to the IRB Administrator at irboffic@brockport.edu or 585-395-2779.

            STEP 2 - Determine the appropriate category for your research project - Category 1, 2 or 3 based upon guidelines that follow.   If you have any questions call (585) 395-2779 or send an email to irboffic@brockport.edu.

 STEP 3 - Provide the information requested in the packet for that category.  Packets are attached for all categories or you can go to the website listed on the cover page and download just the guidelines for that category.

 STEP 4 - Fill in the cover sheet in each packet, have it signed as indicated, and place it as the first page of your proposal.  The process will go faster if you submit a final version of your complete package free of spelling and grammar errors.  

        
STEP 5 - Make the appropriate number of copies for whatever category fits your proposal and submit to IRB Administrator, Grants Development Office, 6th Floor Allen Administration Building.  Refer to the checklist for your category in each packet to make sure you have all the necessary forms. 

         
STEP 6 – your proposal will be reviewed initially by the IRB Chair, then depending upon the category it falls under, the application will be sent to additional reviewers or require a full meeting of the IRB.  The IRB Administrator will contact you with any revisions that will need to be made as the proposal is reviewed.  The entire process can take 1-4 weeks depending upon the level of review, the time of year, and your response time to any revisions.  When the proposal is approved you will be notified immediately by phone or email and this will be followed with a formal approval letter.  Your research proposal is approved for up to 12 months.

Category I and II proposals submitted by December 1st of the fall semester can be reviewed before the semester break and campus shut-down.  Category III programs submitted by Thanksgiving can be reviewed at Category III meetings before the semester break.  Proposals submitted beginning January 3rd will receive responses during the week preceding the start of the spring semester and the first week of classes.  

3.  Project Categories

    Review the following guidelines to determine which of the three categories your proposal falls in.  The method for review of your proposal depends upon the category.  The Categories are 1 (exempt review), 2 (expedited), and 3 (requires full review by the IRB Board).  You the researcher, and if appropriate your faculty advisor, makes the initial determination of the proposal’s review category.  The IRB makes the final decision.  The IRB may require full review of any research submitted under either of the first two categories, or of any research previously approved under expedited review (if you seek approval beyond the initial 12 month approval period).  The researcher can always request a higher level of review than that required if so desired.

    The review categories are:

Category 1 (Exempt Review) - your proposal fits this category if the research presents no possible risk to subjects 18 years of age and older and is one of the following activities:

· anonymous, mailed survey on innocuous topics 

· anonymous, non-interactive non-participating observation of public behavior

· secondary analysis of existing data (see definition in attached appendix).

Category 2 (Expedited Review) - your proposal fits this category if the research presents 

no more than minimal risk to subjects and is one of the following activities:

· research on educational curricula, records, or teaching methods involving normal educational practices

· research involving the use of educational tests if information taken from these

             sources is recorded in such a manner that subjects cannot be identified

· research on individual or group behavior of normal adults where there is no

             psychological intervention, physiological intervention or deception

· interviews and non-mailed surveys on non-sensitive topics

· minor changes in previously approved research (see appendix)

· continuations of approval for previously approved no-risk research with no

              more than minor changes in procedures (see appendix).

· research conducted on the Internet on non-sensitive topics (see appendix).

    
Category 3 (Full Review) - your proposal fits this category if the research has the 


potential for harming participants, violates their rights, or requires special protections for 


participants.  Such research includes activities such as:

· research which might put participants at risk

· research involving psychological or physiological intervention

· non-curricular, interactive research in schools

· interviews or surveys on sensitive topics (e.g. sexual activity, alcohol or

             drug use, illegal behavior)

· research on special populations (e.g. prisoners, people with mental health issues or developmental delays) whether or not the research is covered by another assurance (see appendix)

· research involving deception (see appendix)

· research to be conducted on the Internet on sensitive topics (see appendix)

· international research, including class projects conducted in another country.  International research requires additional approval from an IRB (or similar body) in that country and a copy of the translation of the informed consent document and any survey or interview questions (see appendix).  Please contact the IRB Administrator at (585) 395-2779 for assistance prior to submitting your proposal.
Procedures for each category are described in the attached packets (along with examples of the types of proposals included in each category).  Packets for each category can also be obtained separately from our web site at

http://www.brockport.edu/etc/forms/grant/guidelnes.html.

If you have any questions regarding the appropriate category for your proposal contact the IRB Administrator for assistance at 585-395-2779 or irboffic@brockport.edu.
4.  Class Projects
    Instructors who assign student projects that involve systematically obtaining information 

from human participants may or may not need IRB review and approval depending on the purpose of the assignment.  If the purpose of the assignment is to obtain information from a human being to improve one’s own professional practice or to develop clinical skills and not to obtain data for purposes of generalizing, this does not fall under the definition of human participants research (e.g. single system design to test if a behavior management technique was effective in changing a student’s behavior).  However, it must be clear that the data obtained will not be used for any other purposes and would be destroyed after the assignment is complete.  Students should still follow sound ethical principles in conducting their research, including procedures to maintain confidentiality and informed consent from each participant.

    If there is any possibility that the data collected would be used in the future for other purposes such as a conference presentation, publication, etc. then IRB approval must be sought from the outset.

      Class projects that do require IRB approval may be reviewed as one proposal at the direction of the faculty instructor if the entire class is using the same procedure.  But, if the entire class is not using the same procedure, each student or group of students using a different procedure must submit the required information.  All members of the class and the faculty advisor must also complete the required online training program.  A sample category 2 class project proposal can be found in the packet of guidelines for category 2 proposals.

5.  Informed Consent Process and Forms
     Informed consent shall be documented by the use of a written consent form approved by the IRB and signed by the participant and/or their legally authorized representative.  In the case of minors (17 years of age or younger), the parent or legal guardian must give consent, as well as the minor.  A copy of the consent form shall be given to the person signing the form, and the original signed form must be maintained in a place designated in your project description. Sample consent forms are also included with Category 1, 2, and 3 proposal packets. 

      Please remember that informed consent is fully informed consent.  It is a process, not just a piece of paper.  A participant must know all information regarding the study that would be relevant to their decision in order to make an informed decision to participate. 

         Please note that the final form that you use must first be approved by the Institutional Review Board before it can legally be administered and the IRB must by law retain in its records a sample copy of that form.  The approved consent form will be date stamped and sent with your approval letter.  It is the copy you should use for your research project.
    Conditions of Approval:

    Approval by the IRB applies only to the procedures submitted in the proposal.  The investigator must secure prior approval from the IRB for any changes in the procedures that will affect the use of human participants.   The investigator must also report to the IRB any problems that arise in connection with the use of human subjects.

      IRB approval is only valid for the period specified in the proposal up to one year.    If a project continues beyond the specified completion date or beyond one year, the investigator must request a continuation of approval from the IRB (see appendix).

        Next step – completing the appropriate packet for your project.

       The following pages contain guidelines for category 1, 2, 3 proposals with samples to complete the information.  If you have already determined the category that your proposal falls in based on the criteria under area #3 Project Categories earlier in these guidelines you can skip to the relevant section in these guidelines or go to the website at 

http://www.brockport.edu/etc/forms/grant/guidelines.html and download the packet just for that category.

CATEGORY I PACKET 

    Category 1 (Exempt Review) - your proposal fits this category if the research presents no possible risk to subjects 18 years of age and older and is one of the following activities:

· anonymous, mailed survey on innocuous topics 

· anonymous, non-interactive non-participating observation of public behavior

· secondary analysis of existing data (see definition in attached appendix).

      Informed consent - This research is exempt from the requirements of informed consent.  The researcher, however, is still responsible for protecting the rights, such as privacy and welfare of the subjects.  You must include (and attach a copy) of a cover letter or directions read prior to completing the survey that contains all of the standard elements of informed consent (see sample consent form in packet).  A statement must be included on the cover letter or in the directions that states “returning the completed survey indicates consent to participate.” 

    Directions to submit a Category 1 proposal:

This information must be typed, and should be carefully checked for spelling and grammar.  Please number paragraphs according to the number of the item appropriate for your project.  If an item is not applicable please put NA (for not applicable).

     Category 1 proposals should include in this order ( See specific items below) 

A. A completed and signed cover sheet with all required signatures.

B. Typed answers to questions 1-8 below.

C. Attach a copy of the survey form and written cover letter/directions (as appropriate). 

D. Submit one copy to IRB Administrator, Grants Development Office, 6th Floor, Allen Administration Building.

A.   Attach a completed and signed cover sheet with required signatures.

           (on the next page).

SUNY BROCKPORT INSTITUTIONAL REVIEW BOARD

Human Participant Research Review Form           

                Proposal #

              (# will be inserted by IRB)                                         

Please follow these steps to submit your application.

1)  Use these two pages as the first pages of your application.

2)  If a Category 1 review send just the original, if a Category 2 send the original and one copy, if a Category 3 review send the original and eight copies (if faculty member/graduate student); only three copies and an original if an undergraduate student.

3)  Deliver or mail to IRB Administrator, Grants Development Office, 6th Floor Allen, SUNY Brockport, 350 New Campus Drive, Brockport, N.Y.  14420.  (585) 395-2779, irboffice@brockport.edu; fax number is (585) 395-2006.

Please type or neatly print.                                                  
1.  Investigator(s) name(s) ______________________________________

Department  _______________________________________________

Phone Number ________________________________

  (where you can be reached during the day – so we can call with questions)

E-mail address: ______________________________________________

Local mailing address: _________________________________________

2.  Project Title: ________________________________________________________

_____________________________________________________________________

3.  College Status (for each investigator):

Faculty/Staff _________________________________

Undergraduate Student _________________________

Graduate Student _____________________________

4.  If the principal investigator is a student, list name, department, and local telephone

number of faculty supervisor.  Please note that the Faculty/Staff Supervisor must

indicate knowledge and approval of this proposal by signing this form.

Faculty /Staff Supervisor’s name: ___________________________________________

Department and phone number: _____________________________________________

5.  Check appropriate category of research project (complete after reviewing guidelines):

Category 1 (Exempt Review) ____; Category 2 (Expedited Review) ___________

Category 3 (Full Review) _______________

5.   The Principal Investigator must sign this form.  (If the P.I. is a student, their

      faculty/staff supervisor must also sign this form).

      I certify that: 1) the information provided for this project is accurate; 2) no other

      procedures will be used in this project; 3) any modifications in this project will be

      submitted for IRB approval prior to use; 4) I have successfully completed the required 

      online IRB training program.

       ____________________________________________________________________

       A.  Signature of Investigator                                                Date

B. Faculty/Staff Supervisor: 1) I certify that this project is under my direct

supervision and that I am responsible for insuring that all provisions of approval are complied with by the principal investigator.  2) I have successfully completed the required online IRB training program. 3) My signature indicates I have reviewed this proposal and agree it is in final form and ready to be submitted to the IRB.

        ______________________________________________ ______________________

             Signature of Faculty/Staff Supervisor                                  Date

8/06

B.  Items 1-8 

  This information must be typed, and should be carefully checked for spelling and grammar.  Please number paragraphs according to the number of the item appropriate for your project.  If an item is not applicable please put NA (for not applicable).

A sample completed project description can be found later in this packet.

1. Provide a brief project description.  Describe: a) The objectives, methods and procedures of the project.  b) The purpose of the research – include why it is significant and how it contributes to general knowledge. c) The emphasis should be on the human participant involvement in the project.  Discussion of theoretical or statistical aspects of the project should be avoided.  d) If a questionnaire, and/or testing instrument is to be used describe how it will be administered, by whom, and its source. If the survey is copyrighted, note when permission to use was given and indicate this at the bottom of page one of the survey form. 

2. Number of and the relevant characteristics of subjects.  

3. Describe how subjects will be selected for participation in this project and any fees, extra credit, or other items they will receive for participation if appropriate.

4. Status and qualifications of research assistants, if any.  They must also complete appropriate IRB online training.

5. Source of funding for project, if any.

6. Expected starting and completion dates for project.  (Note that project cannot begin until approval has been received from IRB.  Projects are given approval for a maximum of one year; if they continue past that point they must again receive IRB approval).

7. Attach copies of all questionnaires or testing instruments, and any cover letters or instructions to participants.  Sample cover letter can be found on following pages.
8. Attach a copy of your transcript of completion for the online training course. If you don’t have it indicate that you completed it and records will be verified by the IRB Administrator.

C.     Submit a copy of the survey form for your research if appropriate. 

D.   Submit one copy  of the packet to IRB Administrator, Grants Development Office,     6th Floor of Allen.

    Category 1 proposals are reviewed by the IRB Chair and if they do fit this category a response will be given to you within 5 business days after submission of the proposal.

You will receive a phone call or email from the IRB Administrator or Secretary informing you that the proposal is approved or any revisions that may be needed prior to final approval.  Final approval is given initially by phone or email and then followed by a formal letter within 5 business days.  Maximum approval period is for 12 months.

Sample Forms for Category I Proposals Follow.  Please modify them as appropriate for your project. 

Sample Cover Letter for Participants

Sample  Letter for Institutional Consent

Sample Category I Proposal 

Check list for IRB  proposal review.

__________________________________________________________________________

Sample Cover Letter for Participants (for anonymous mailed or distributed surveys)

     (When submitting your form please delete information that is not relevant to your 

      project).

Dear _________________​​​​​​​​

________________________is conducting a study on ​​​​​​​​​​​​​​​​__________________which involves  a survey of  X# of questions that will take approximately   X  amount of time to complete. The answers to this survey are important because_______________ and will be used to inform

__________________about___________________________. You are being asked to participate in this study and your answers to the attached survey signify your consent to participate. Please do not write your name on the survey. There will be no way in which you will be connected to this survey, and results will be reported in aggregate form only.  You do not have to answer any questions that you do not want to answer, and you may stop participating in the survey at any time. It is hoped that approximately X# of people will participate in the study. The results will be used to​​​​​​​​​​​​​​​​​​​​​​_______________________.

Thank you for your participation in the survey. You may return the completed survey by

(include one relevant to your project - placing in drop box, using the enclosed stamped and addressed envelope, etc). If you have any questions regarding this study you may contact: 

Name of Primary Investigator(s)

Department

SUNY Brockport

Phone number                                         Email

Sample Letter for Institutional Consent

Have institution print the consent on its letterhead and sign

To:
Institutional Review Board


SUNY Brockport

I have read and approve the research study entitled, “​​​​​​​​​​​​​​​​________________________"

By _______________________________ [name(s) of primary researcher(s)] and give consent for the study to be conducted at or through _________________________(name of institution). 

The institution may add any other appropriate requirements it wishes to emphasize ( such as so long as information regarding the study is shared with staff of the agency after the completion of the study, so long as parental permission is obtained, etc. ) 

___________________________________

_______________________________

Signature 





Date

Title at Institution 

Sample Project Description for Category 1 Proposal

PROJECT INFORMATION

Items 1-8 (Required to be completed by all projects)

1.  The objective of this study is to determine employment practices, policies, and procedures of National 

Intramural Recreational Sports Association (NIRSA) colleges and universities throughout North America. The above topic and entire procedure is completely innocuous in nature and will not result in harmful effects in any way to any party. The process under which the instrument was developed was a collaborative effort on the part of the four researchers Dr. Bill Scott, Dr. Bob Smith, Mr. Steve Hughes and Mr. Scott Jockey. The content of the instrument was based on the current existing literature of the area being studied (employment practices, policies, and procedures followed by NIRSA colleges and universities throughout North America) and input from the researchers, as experts in the area being studied. The subjects (campus recreation directors) will be mailed the survey along with directions that will provide them with the information to self-administer the survey. Upon completion, the subjects will return the survey in a self-addressed, stamped envelope (allowing for the preservation of subject anonymity) provided by the principal investigator (Dr. Bob Smith). It will be stated to all subjects in the cover letter that they are under no obligation to participate in this research study and may exercise that option by not completing and/or not returning the survey.

2.  The subjects will be NIRSA members who are campus recreation directors of two and four-year institutions of higher education in North America. All subjects will be at least 18 years of age. The total number of subjects receiving a survey will be 682.

3.  Subjects will be/were selected based on the fact that they are the campus recreation director at their institution of higher education (both two and four-year institutions) and have an active NIRSA membership.

4.  There are no research assistants.

5.  A Scholarly Incentive Grant, awarded by the Scholarly Incentive Award Committee to Drs. Scott and Smith for $500 will be the primary funding source for this project. To be funded will include such items as postage, letterhead, envelopes, and statistician fees. 
6.  This research project will begin upon IRB approval and will end by December 1, 2005.

7.  The following are attached: (a) cover letter to respondents, (b) a copy of the survey instrument, and (c) the “Project Information” form.

8.  Please note that the principal investigators have each passed the online training, course which should be in your files.

CATEGORY  II  PACKET

 Category 2 (Expedited Review) - your proposal fits this category if the research presents no more than minimal risk to subjects and is one of the following activities:

· research on educational curricula, records, or teaching methods involving normal educational practices

· research involving the use of educational tests if information taken from these

             sources is recorded in such a manner that subjects cannot be identified

· research on individual or group behavior of normal adults where there is no

             psychological intervention, physiological intervention or deception
· interviews and non-mailed surveys on non-sensitive topics
· minor changes in previously approved research (see appendix)

· continuations of approval for previously approved no-risk research with no

              more than minor changes in procedures (see appendix).

· research conducted on the Internet on non-sensitive topics (see appendix).

    Research conducted in schools, agencies or businesses - 

    All research conducted in schools requires written permission on letterhead from the school  superintendent or principal.  Research conducted in a business or other organization also requires written permission of the director of that organization.  This must be attached to your proposal when it is submitted.  (Signed faxes on letterhead are acceptable).

     Informed consent - research under this category does not, in most cases, require written documentation of informed consent, but oral consent is required.  The proposal should include written information to assist participants in making an informed decision.  If minors are involved (under the age of 18 years) in the research then written permission of their parent or guardian is required for their participation. Written consent is also required for interviews and for audio or videotaping.

     The researcher must detail for the reviewers that legally effective informed consent (examples follow) is:

· obtained from the participant or their legally authorized representative for minors or those adults who cannot themselves give informed consent;

· be in language understandable to the subject or their representative (in some cases this may involve an interpreter).  If a translation into another language is necessary you must submit the English and non-English version of consent forms, survey and interview questions; 

· be obtained under circumstances that offer the participant or their representative sufficient opportunity to consider whether the subject should or should not participate; 

· not include language through which the participant or their representative is asked to waive or appear to waive any of the participant’s legal rights, or release or appears to release the research investigator, the sponsor, the institution, or its agents from liability for negligence.

Category 2 proposals should include in this order: ( See items below): 

A. A completed and signed cover sheet with all required signatures.

B. Typed answers to questions 1-12.  Sample completed project description is attached.
C. Attach a copy of your informed consent statement.  If your research involves minors please attach two informed consent forms – one for their parent/guardian to sign and a second one for the minor to sign (depending upon age, it may just be read to them).
D. If research is to be conducted in a school, then please attach a letter of written permission from the school superintendent or principal.  If the research is to be conducted in a business or other organization, please attach a letter of permission from the director of the organization.  Sample completed consent forms are attached.
E. Attach any interview or survey questions used and indicate their source.

F. Submit two copies (including the original) to IRB Administrator, Grants Development Office, 6th Floor Allen Administration Building.

Directions for completing a Category 2 proposal:
A.  Attach a completed and signed cover sheet (see next page) with required signatures.

SUNY BROCKPORT INSTITUTIONAL REVIEW BOARD

Human Participant Research Review Form

Proposal #

(# will be inserted by IRB)
Please follow these steps to submit your application.

1)  Use these two pages as the first pages of your application.

2)  If a Category 1 review send just the original, if a Category 2 send the original and one copy, if a Category 3 review send the original and eight copies (if faculty member/graduate student); only three copies and original if an undergraduate student.

3)  Deliver or mail to IRB Administrator, Grants Development Office, 6th Floor Allen, SUNY Brockport, 350 New Campus Drive, Brockport, N.Y.  14420.  (585) 395-2779, irboffice@brockport.edu; fax number is (585) 395-2006.

Please type or neatly print.                                                  
1.  Investigator(s) name(s) ______________________________________

Department  _______________________________________________

Phone Number ________________________________

  (where you can be reached during the day – so we can call with questions)

E-mail address: ______________________________________________

Local mailing address: _________________________________________

2.  Project Title: ________________________________________________________

_____________________________________________________________________

3.  College Status (for each investigator):

Faculty/Staff _________________________________

Undergraduate Student _________________________

Graduate Student _____________________________

4.  If the principal investigator is a student, list name, department, and local telephone

number of faculty supervisor.  Please note that the Faculty/Staff Supervisor must

indicate knowledge and approval of this proposal by signing this form.

Faculty /Staff Supervisor’s name: ___________________________________________

Department and phone number: _____________________________________________

5.  Check appropriate category of research project (complete after reviewing guidelines):

Category 1 (Exempt Review) ____; Category 2 (Expedited Review) ___________

Category 3 (Full Review) _______________

5.   The Principal Investigator must sign this form.  (If the P.I. is a student, their

      faculty/staff supervisor must also sign this form).

      I certify that: 1) the information provided for this project is accurate; 2) no other

      procedures will be used in this project; 3) any modifications in this project will be

      submitted for IRB approval prior to use; 4) I have successfully completed the required 

      online IRB training program.

       ____________________________________________________________________

       A.  Signature of Investigator                                                Date

C. Faculty/Staff Supervisor: 1) I certify that this project is under my direct

supervision and that I am responsible for insuring that all provisions of approval are complied with by the principal investigator.  2) I have successfully completed the required online IRB training program. 3) My signature indicates I have reviewed this proposal and agree it is in final form and ready to be submitted to the IRB.

        ______________________________________________ ______________________

             Signature of Faculty/Staff Supervisor                                  Date
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Project Description Questions to be answered.  A sample completed project description follows.

B.  Provide typed answers to items 1-12 below.

  This information must be typed, and should be carefully checked for spelling and

grammar.  Please number paragraphs according to the number of the item appropriate for your project.  If an item is not applicable please put NA (for not applicable).

1.  Provide a brief project description.  Describe: a) The objectives, methods and procedures of the project.  b) The purpose of the research – include why it is significant and how it contributes to general knowledge. c) The emphasis should be on the human subject involvement in the project.  Discussion of theoretical or statistical aspects of the project should be avoided.  d) If a questionnaire, and/or testing instrument is to be used describe how it will be administered, by whom, and its source. If the survey is copyrighted, note when permission to use was given and indicate this at the bottom of page one of the survey form. e) If interviews are to be conducted, describe the nature of the interview and how responses will be recorded by written notes, audio or videotape, etc. (see appendix).

2.  Number of and the relevant characteristics of subjects.  

3.  Describe how subjects will be selected for participation in this project and any fees, extra

credit, or other items they will receive for participation if appropriate.

4.  Status and qualifications of research assistants, if any.  They must also complete appropriate IRB online training. 

5.  Source of funding for project, if any.

6.  Expected starting and completion dates for project.  (Note that project cannot begin until 

approval has been received from IRB.  Projects are given approval for a maximum of one year; if they continue past that point they must again receive IRB approval).

7.  Attach copies of all questionnaires, testing instruments, or interview protocols, and any 

cover letters or instructions to participants.

8.  Attach  a copy of your transcript of completion for the online training course. If you do not 

have it, indicate that you completed it and records will be verified by the IRB Administrator.

9.  Specify steps to be taken to guard the confidentiality of participant’s responses.  Indicate 

what personal identifying indicators will be kept on subjects (if any).  Specify procedures for storage and ultimate disposal of personal information.  This would normally mean keeping information in a locked file cabinet and shredding information at the end of the research project.

10.  Attach an informed consent document that includes the basic elements of 

informed consent. ( See below for Sample Informed Consent)

11.  If the participants are to be drawn from an institution or organization (e.g. hospital, 

social service agency, prison, school, etc.) that has the responsibility for the participants, then a copy of that assurance or, if not available, documentation of permission from the institution must be submitted to the IRB before final approval can be given.

12.  If the subjects will come into contact with any mechanical, electrical, electronic or other 

equipment, Form 101, must be completed in order for the safety of the equipment to be 

checked.  See appendix. 

C.  Attach a copy of your informed consent statement whether it will be signed by subjects or just read to them.  If research involves minors, two informed consent forms should be attached – 1) one that provides for written permission of parent or legal guardian for a minor to participate and 2)  a separate one that is addressed to minors.  The form addressed to minors should be in language understandable to their age level.  The form may be read aloud to a child and when appropriate the child should be given a copy to read along with.

Sample forms follow.

D.  If research is to be conducted in a school, institution or at a business the researcher must also attach a written letter of permission on the agency’s letterhead from the school superintendent or principal, or the director of a business or organization where the research will be conducted. Sample letter follows.

E.  Attach copy of any interview or survey questions used and indicate their source.  The IRB cannot review your project without this information. 

F.  Submit  2 copies (one copy in addition to the original-- two copies and the original if minors are involved) to the IRB Administrator, Grants Development Office, 6th Floor Allen Administration Building. Be sure to submit a final version to the IRB that has been carefully reviewed for spelling and grammatical errors.  Doing so will expedite the review process.  

    Category 2 proposals are reviewed by the IRB Chair and if the proposal is found to meet this category of review the proposal is then mailed to one additional member of the IRB Board for their review and approval. However, if the proposal involves minors it will be reviewed by two members of the IRB, in addition to the Chair.   The approval time is dependent upon the time of year, the completeness of your proposal, and how quickly you respond to any revisions requested by the IRB Administrator.  The average time is within 2 weeks of submission.   

    You will receive a phone call or email from the IRB Administrator or Secretary informing you that the project is approved or any revisions that may be needed prior to final approval.  Final approval is given initially by phone or email and then followed by a formal letter within 5 business days.  Maximum approval period is for 12 months.

Attachments for Category 2 Proposals on following pages: 

       B.  Informed Consent Directions

C. Sample of General Informed Consent

D.  Sample of  Parental Consent

E. Sample of Minor Consent

F. Sample Letter for Institutional Consent

G. Sample IRB Category 2 Proposal

H. IRB Proposal Review Checklist

I. See IRB Appendix for Forms 101, 202, 303, and 404 as needed.

B. Informed Consent Directions

    Category II research projects do not need to obtain signatures  on informed consents  

unless 1) minors are involved or 2) audio or videotaping of interviews are involved.  
   If minors are involved  you must provide two separate consent forms.  One for parent/guardians and one for minors (17 years of age and younger).  The minors’ forms should be in a language understandable to their age level.

    Proposals are approved more quickly if researchers use the attached sample informed 

consent forms and modify them to fit your  project.  The following elements must be included: 
A. Statement that the study involves research and why it is being conducted.

B. Explanation of the purpose of the research and the expected duration of the 

participant’s involvement (e.g. how long will it take to complete the survey and number of questions).

             C.  Description of the procedures to be followed, and identification of any procedures 

             that are experimental.

              D. Description of any benefits to the participant’s or to others which may reasonably be 

              expected from the research.

              E.  Description of any reasonably foreseeable risks and discomforts to the participant.

F.  Statement describing the extent, if any, to which confidentiality of records 

identifying the participant will be maintained, stored for how long, how destroyed.

G. For research involving more than minimal risk, an explanation as to whether any 

medical treatment is available if injury occurs; or counseling available for questions that might be sensitive, and if so, what they consist of, or where further information may be obtained.

H. Name and phone number of whom to contact for answers to pertinent question

about the participant’s rights, and whom to contact in the event of a research-related injury to the participant.

I.  Statement that participation is voluntary, and refusal to participate will involve no

penalty or loss of benefits to which the participant is otherwise entitled.

J.  Statement that participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.

K. Name of institution should be fully spelled out (ex.Greater Rochester Collaborative

Masters in Social Work Program through SUNY Brockport and Nazareth College).

     Whether presented orally or in writing, to the participants’ the IRB must be provided a written description of these elements of informed consent to be presented to them.  If the research cannot practically be completed without this requirement being waived or altered, please say so here, and include a debriefing procedure.
      If minors are involved – in addition to parental consent adequate provisions must be made 

 for soliciting the assent of the children capable of providing their agreement.  According to

 federal regulations, assent means ..“a child’s affirmative agreement to participate in research.

 Mere failure to object, absent affirmative agreement, should not be construed as assent.”

 Procedures for obtaining assent of children must be appropriate to their age level, maturity,

 and psychological state.  The essential information given to the child must include a 

 description of the procedures and clear indication that their participation is  voluntary.  If the research is being conducted in schools, it must be clearly stated that this research is not part of the child’s regular school program, not being conducted by the school, and that participation will not affect the child’s grade.

       In cases where there is inconsistency between the consent of the parent and the 

agreement of the child, the following rule will be followed:  A “no” from the child

overrides a “yes” from the parent, but a “yes” from the child does not override a

“no” from the parent.

        Non-participation in a research project being conducted as part of a class or group 

(whether or not minors are involved), must detail alternatives for those in the class not 

 participating in the research. For example, if extra credit is being offered for 

 participation then the researcher must detail how those not participating have an alternative 

 method of  obtaining extra credit.  This is to minimize coercion to participate.  Another

 example would be if an investigator is conducting research in a classroom where they will

 be observing, interviewing and taping the class.  Please explain what procedures will

 be followed for those children in the class whose parents have not given permission, or

 where the child does not agree to participate in the research.

Following pages have examples of three informed consent forms for different participants to use as models.

C.  SAMPLE OF GENERAL INFORMED CONSENT FORM 

(not involving minors).

  This can be modified to fit the needs of your project.  Note that it contains the required elements of informed consent.

STATEMENT OF INFORMED CONSENT
     The purpose of this research project is to examine some of the ways adults, 65 and older, take care of their health.  Four areas will be studied including exercise, diet, taking medications, and seeking medical care.  This research project is also being conducted in order for me to complete my masters thesis for the Department of ___________ at the State University of New York College at Brockport.

     In order to participate in this study, your informed consent is required.   You are being asked to make a decision whether or not to participate in the project.  If you want to participate in the project, and agree with the statements below, (INSERT EITHER OF THESE TWO OPTIONS – a) “please sign your name in the space provided at the end”; b) “your completion of the survey and/or interview signifies your consent” (if signature is not required  - most Category 2 proposals).  You may change your mind at any time and leave the study without penalty, even after the study has begun.
     I understand that:

     1.  My participation is voluntary and I have the right to refuse to answer any questions.

2. My confidentiality is guaranteed.  My name will not be written on the survey.  There will be no way to connect me to my written survey.  If any publication results from this research, I would not be identified by name.

3. There will be no anticipated personal risks or benefits because of my participation in this project.

4. My participation involves reading a written survey of  X# of  questions and answering those questions in writing.  It is estimated that it will take  X# of minutes to complete the survey.

5. Approximately X #  people will take part in this study.  The results will be used for the completion of a masters thesis by the primary researcher.

6. Data will be kept in a locked filing cabinet by the investigator.  Data and consent forms will be destroyed by shredding when the research has been accepted and approved.

      I am 18 years of age or older.  I have read and understand the above statements.  All my questions about my participation in this study have been answered to my satisfaction.  I agree to participate in the study realizing I may withdraw without penalty at any time during the survey process.  Returning the survey (and/or completing interview if appropriate) indicates my consent to participate.                               

If you have any questions you may contact:

      Primary researcher                                  Faculty Advisor
      Name                                                      Name

      Phone Number                                       Department and phone number

Note:  Signatures and the date are required for any category 2 proposal involving minors.  Add a line with a place for signature and the date. 

Additional information will be applicable for some projects. 

 If one of the following applies to your proposal please add this to the consent form above the section regarding whom to contact for information.

1. Payment for participation – include the amount of payment and procedures to be paid.  Please note that participants must be paid even if they don’t complete the study.  If you are paying participants more than $600 annually please contact the IRB Administrator for specific language that must be included in your consent form.  Also see attached appendix.

2. Taping (audio and video) – if you are audio/video taping you have two options:

a) If you require participants to consent to the taping in order to participate, you should clearly state this in the consent form in the study description section. 

b) If it is acceptable for participants to refuse taping and still participate, you should include a separate section for taping information at the end of the consent form with a separate signature line for consent to the taping.

All participants completing interviews must sign a consent form.

3. Referrals – if the study has the potential to arouse questions and concerns in participants 

( i.e. regarding their substance use, etc., include an agency and  phone number list for

 participants to contact if they feel the need to do so (ex. College Counseling Center, local 

agencies, etc.).

4. Studies conducted in classrooms/school settings – you must include on the consent form

a statement that participation in the research will not affect participants’ grades or class

standings.

5. Research conducted on the Internet – should include the following statement on the consent form:

“This project has been approved by the SUNY College at Brockport’s Institutional Review Board.  Approval of this project only signifies that the procedures adequately protect the rights and welfare of the participants.  Please note that absolute confidentiality cannot be guaranteed due to the limited protections of Internet access.”

D. Sample of  Parental Consent Form

The form should be modified for your proposal.  Two forms must be submitted to the IRB for approval if the proposal involves minors.  One form for parent/guardian and one for minors.  They both must be written in language understandable to the educational level of the parent and child.

                                STATEMENT OF INFORMED CONSENT FOR PARENTS
    This form describes a research study being conducted with students about their understanding of and attitudes about the American voting process. This purpose of this research is to understand the perceptions of young people regarding participation in voting because they are the future citizens of this nation.  The person conducting the research is a (insert one option - faculty member, staff or student) at SUNY College at Brockport.  If you agree to have your child participate in this study, s/he will be asked to complete a questionnaire about her/his knowledge of the voting process and her/his attitudes about voting.

The possible benefit from being in this study could be that information will be learned that would allow teachers to better prepare young people to become informed voters.  

Your child’s participation in this study is completely voluntary.  Being in it or refusing to be in it, will not affect your child’s grades or class standing.  S/he is free to change her/his mind or stop being in the study at any time. 

     I understand that:

     1.  My child’s participation is voluntary and s/he has the right to refuse to answer any

 
questions.  S/he will have a chance to discuss any questions s/he has about the study with

 the researcher after completing the questionnaire.

2. My child’s confidentiality is guaranteed. Her/his name will not be written on the survey.

    There will be no way to connect my child to the written survey.  If any publication results

    from this research, s/he would not be identified by name. Results will be given 

    anonymously and in group form only, so that neither the participants nor their schools can 

    be identified. 
2. There will be no anticipated personal risks or benefits because of participation in this project.

3. My child’s participation involves reading a written survey of  X# of  questions and answering those questions in writing.  It is estimated that it will take X# of minutes to complete the survey.

4. Approximately X #  people will take part in this study.  The results will be used for the completion of a research project by the primary researcher.

5. Data and consent forms will be kept separately in a locked filing cabinet by the

 investigator and will be destroyed by shredding when the research has been completed.    

     You are being asked whether or not you will permit your child to participate in this study.  If you wish to give permission to participate, and you agree with the statement below, please sign in the space provided.  Remember, you may change your mind at any point and withdraw from the study.  Your child can refuse to participate even if you have given permission for her/him to participate.

    I understand the information provided in this form and agree to allow my child to participate as a participant in this project.  I am 18 years of age or older.  I have read and understand the above statements.  All my questions about my child’s participation in this study have been answered to my satisfaction.                                                

    If you have any questions you may contact:

      Primary researcher                                  Faculty Advisor
      Name                                                      Name

      Phone Number                                       Department and phone number

___________________________________________  ______________________

Signature of Parent                                                                   Date

 ______________________________

Child’s name  ___________________

E.  Sample of an Informed Consent Form for research involving minors.
The form should be modified for your proposal.  Two forms must be submitted to the IRB for approval if the proposal involves minors.  One form for parent/guardian and one for minors.  They both must be written in language understandable to the educational level of the parent and child.

                                STATEMENT OF INFORMED CONSENT FOR MINORS

    This form describes a research study being conducted with students about their understanding of and attitudes about the American voting process. This purpose of this research is to understand the perceptions of young people regarding participation in voting because they are the future citizens of this nation.  The person conducting the research is a (insert one option - faculty member, staff or student) at SUNY College at Brockport.  If you agree to participate in this study, you will be asked to complete a questionnaire about your knowledge of the voting process and your attitudes about voting.

     The possible benefit from being in this study could be that information will be learned that would allow teachers to better prepare young people to become informed voters.  

     Your participation in this study is completely voluntary.  Being in it or refusing to be in it, will not affect your grades or class standing. You are free to change your mind or stop being in the study at any time. 

        I understand that:

     1.    My participation is voluntary and I have the right to refuse to answer any

 
questions. I will have a chance to discuss any questions I have about the study with

the researcher after completing the questionnaire.

2. My confidentiality is guaranteed. My name will not be written on the survey.

There will be no way to connect me to the written survey.  If any publication results

      from this research, I would not be identified by name. Results will be given anonymously 

      and in group form only, so that neither the participants nor their schools can be

      identified. 
3. There will be no anticipated personal risks or benefits because of participation in this

project.

4. My participation involves reading a written survey of  X# of  questions and answering those questions in writing.  It is estimated that it will take  X# of minutes to complete the survey.

5. Approximately X #  people will take part in this study.  The results will be used for the completion of a research project by the primary researcher.

6. Data and consent forms will be kept separately in a locked filing cabinet by the

investigator and will be destroyed by shredding when the research has been completed.    

     You are being asked whether or not you want to participate in this study.  If you wish to participate, and you agree with the statement below, please sign in the space provided.  Remember, you may change your mind at any point and withdraw from the study.  You can refuse to participate even if your parent/guardian gives permission for you to participate.

If you have any questions you may contact:

      Primary researcher                                  Faculty Advisor
      Name                                                      Name

      Phone Number                                       Department and phone number

I understand the information provided in this form and agree to participate in this project.

___________________________________________  ______________________

Signature of participant                                                                  Date

 ______________________________

Birth date of participant

_________________________________________   ________________________

Signature of a witness 18 years of age or older                              Date

F. Sample Letter for Institutional Consent

Have institution print the consent on its letterhead and sign

To:
Institutional Review Board


SUNY Brockport

I have read and approve the research study entitled, “​​​​​​​​​​​​​​​​________________________"

By _______________________________ [name(s) of primary researcher(s)] and give consent for the study to be conducted at or through _________________________(name of institution). 

The institution may add any other appropriate requirements, such as so long as information regarding the study is shared with staff of the agency after the completion of the study, so long as parental permission is obtained, etc.  

___________________________________

_______________________________

Signature 





Date

Title of person signing (representing the authority to give institutional permission) 

G. Sample Category 2 Proposal For a Class Project  (sample for non-class project follow this segment).

1)  Project description:

This project is being conducted as part of a class project for Course 355 (Organizational 

Communication).  It involves an examination of the communication behavior within actual 

organizations.  Specifically, through interviews, students (individually or in teams) will 

investigate a number of aspects of organizational communication, including the flow of 

information throughout organizations, relationships between employees, the recruitment and 

socialization of employees, and the way management and employees communication with each 

other.

This project has been organized differently this semester.  Rather than having each student 

submitting an individual IRB proposal, I am submitting this one proposal on behalf of all of 

the students in Course 355 (both section 01 and 02).  To make this possible, I am standardizing the research questions (attached to this proposal) that will be asked, as well as the statement of informed consent (I will create a template with space for students to add their names and contact information).

This design means that I will be responsible for verifying: 1) that my students have completed 


online training and 2) that my students have obtained written permission from an appropriate person in each organization.  Before my students may begin this project (receive any course credit for the assignment), they must submit their IRB completion certificate as well as written 

permission from the organization signed by an appropriate person (the template that I am giving 

students for this letter is attached to this proposal).

Finally, along with submitting all research materials (interview notes etc.) at the end of the 

project, I also am requiring students to submit a signed consent form for every person that they 

interviewed.  The ability to even receive a final grade on the project is contingent on the 

submission of all these materials.

2)  Number of participants and relevant characteristics:

Approximately 30 students in both section of the course will each be expected to interview 

about 10-12 participants, so the total number of participants will be around 300-360 people.  

Participants will be selected based on their membership in a relevant organization.

3)  Selection Process (how participants will be selected):

Each student is expected to obtain a sample that represents the various departments/levels of the 

given organization.

4)  Status of Research Assistants (background/qualifications):

Given that I am the principal investigator submitting this proposal, my students essentially are 

acting as research assistants for this project.  In addition to the students’ online training, I 

devoted an entire course session outlining the project, discussing the nature of the research, 

going over the interview questions, and discussing important procedures.  In addition, I begin 

each class session allowing students to ask any course-related questions, so as additional issues 

arise, I am in a position to address them.

5)  Source of Funding:

There is no funding for this project

6)  Start/Completion date:

The project will start as soon as it gains IRB approval.  Research will be completed by the end of 

the Fall 2006 semester.

7)  Attach copies of all questionnaires, testing instruments, or interview protocols, and any cover 

letters or instructions to participants.  Please see the attached materials

8)  IRB training certificate is attached.

9)  Anonymity/Confidentiality (how you will protect participants so they are not identified with 

     their responses):

The names of participants will not be recorded.  Instead, each person’s position within the 

company will be recorded.  If any researchers know the participants, the researchers will not 

identify any participant with their responses.  Therefore, the final report and presentation to the 

class will include references to position (for example: “senior manager,” “middle manager,” 

“member of the marketing department,” etc.).  There are no plans to share any information with 

the organization being studied.  However, if information is requested, only general conclusions, 

and not any identifying information, will be shared with them.  The names of organizations will 

not be used in the questionnaire or written summaries.  Organizations will be referred to by 


type.

Upon completion of the project, all information gained through interviews, including the 

statements of informed consent, will be given to Professor Harrington, who will keep it locked

in his office, until it is destroyed at some point after the semester has ended.

Prof. Harrington will keep all of the organization permission letters so that they may be 

provided to the IRB Administrator upon request.

10)  Consent form

A consent form with all of the required information is attached to this document.

11)  N/A

12)  N/A






Interview Guide

The following is the interview guide that all students will use for this project.  This list may include additional relevant follow-up questions.

1. What are a few words you would use to describe the atmosphere in your department? In the entire organization?  What makes you choose those descriptions?

2. On a scale of 1-10 (10 being great), how would you describe the quality of communication with your immediate supervisor?  What are some of the key reasons behind your evaluation?

3. How did working here compare to what you were told it would be like when applying?

4. What kinds of training and orientation activities did you experience when you arrived here?  How well did they help you become part of the organization?

5. How well are you kept informed of changes taking place in the organization?  Please elaborate.

6. Please consider the questions in reference to interactions with people in each of the departments your department interacts with in some way (you can have participants indicate on a 1-10 scale):

1. Do people in this department have the same work goals as you?

2. How much do people in this department know about your job?

3. How much respect do you get from the people in this department?

4. How often do you communicate in this department?

5. Do the people in this department communication with you in a timely way (before it’s too late!)?

6. When there is a problem, are people in this department more focused on solving it or figuring out whose fault it was?

Remember – it’s important to have respondents answer these questions in reference to relevant departments around them, not just one: doing one question at a time for all departments; so, for #1, “do people in ___ dept. have same goals?  How about the ___ dept? the ___ dept? … “and so on for each question.

Thank you very much for your time!

Statement of Informed Consent (for a Class Project) 

The purpose of this research is to study communication within an actual organization.  It is being conducted to fulfill requirements for a course in organizations at SUNY College at Brockport.  This research is being conducted by interviewing various members of your organization who are willing to participate.  Our goal is to examine organizational communication, including the flow of information throughout organizations, relationships between employees, the recruitment and socialization of employees, and the way management and employees communicate with each other.

In order to participate in this study, your informed consent is required.  You are being asked to make a decision whether or not to participate in the project.  If you want to participate in the project, and agree with the statements below, please sign below.  You may change your mind at any time and leave the study without penalty, even after the study has begun.

I understand that:

1. My participation is voluntary and I have the right to refuse to answer any questions.

2. My confidentiality and my organization’s confidentiality are guaranteed.  There will be no way to connect my responses to me or to my organization.

3. There will be no anticipated personal risks or benefits because of my participation in this project.

4. My participation involves an interview of about 10 questions that will take 20-40 minutes.

5. Approximately 10-12 people from my organization will take part in this study.  The results will be used for the completion of a class project in Course 355 (Organizational Communication) at SUNY Brockport.

6. Data will be kept in a locked filing cabinet in the investigator’s office.  Data and consent forms will be destroyed by shredding at the end of the Fall 2006 semester.

I am 18 years of age or older.  I have read and understand the above statements.  All my questions about my participation in this study have been answered to my satisfaction.  I agree to participate in the study realizing I may withdraw without penalty at any time during the survey process.  Completion of my interview indicates my consent to participate.

If you have any question you may contact:

Faculty Advisor



Faculty Member Name






Department of _______ , SUNY Brockport






Email address






Phone

Student Researcher(s):


(include name and email address of all group members)

Signature of Consent: _____________________________________  Date: __________________

NOTE TO STUDENT:  PLEASE HAVE YOUR ORGANIZATIONAL REPRESENTATIVE DETACH THE BOTTOM OF THIS PAGE AND COPY ONTO THE ORGANIZATION’S LETTERHEAD BEFORE SIGNING IT:

H. Sample Organizational Letter of Approval (on the organization’s letterhead)

By signing below I am giving my permission for (insert student name(s)) ________________________to approach employees of (insert the name of the organization here) to be interviewed as part of their Organizational Communication course project at SUNY Brockport.  They may interview any employee who is willing to participate.  In understand that neither the employees’ names nor the organization’s name will be used in the research project.

________________________________________________

Name of Organization’s Director (please print)

________________________________________________

Signature

_____________________

Date

Sample Category 2 Proposal for Individual Research

1)  Project description:

This project is an initial investigation into the ways in which teachers frame classroom messages as well as the goals that these framing devices are intended to meet. There is an interesting reason to pursue research in this area. Presumably, all teachers have to deliver bad news or bad grades to students, or make decisions that inevitably will not be satisfactory to at least some students. This project is being conducted under the premise that teachers vary in their ability to communicate these messages to students, and that differences in the ways teachers frame their messages would account for meaningful variance in a number of important instructional outcomes, including students' affect for the teacher, perceptions of the teacher's credibility, perceptions of fairness, actual learning, and teacher evaluations.

However, before I can consider the above hypotheses, there is a more immediate problem that I'm aiming to address with the project I'm proposing here. Because framing is such a powerful and salient concept, a number of different research programs have investigated framing from a number of different perspectives (Hallahan, 1999). The downside of this is that the literature

on framing is fragmented and lacks coherence. Furthermore, not all approaches to framing may be relevant in the instructional context. The proposed project addresses this problem by exploring the different ways in which instructors frame messages in the classroom. Specifically, I will ask participants to describe a recent example of when they intentionally framed something they said to students, as well as the goal they were trying to achieve by framing the message as they did. My analysis of the responses will involve the development of categories of framing and outcome goals.

This study will provide the foundation for a research program in which I could systematically manipulate the different types of framing and examine the types of outcomes I mentioned above.

2)  Number of participants and relevant characteristics:

I will contact full- and part-time instructors at SUNY College at Brockport (approximately 500 participants) by email. Faculty of any level of experience or seniority who are teaching at least one course this semester will be invited to participate.

3)  Selection Process (how participants will be selected):

All faculty at SUNY College at Brockport will be contacted via email and directed to ANGEL to complete the survey. I have attached an email from Christopher Price, the director of CELT, in which he give me permission to use CELT's mailing list for this project.

4)  Status of Research Assistants (background/qualifications):

There are no research assistants for this project. After data collection, individuals unfamiliar with this study will categorize the responses, but these individuals will see nothing more than individual statements (they will not see a complete questionnaire).

5)  Source of Funding:

      There is no funding for this project.

6)  Start - Completion dates:

The project will start a few weeks into the fall semester. Data will be collected by the end of the Fall 2006 semester.

7)  Attach copies of all questionnaires, testing instruments, or interview protocols, and          any cover letters or instructions to participants.

Please see the following attached materials:

-Message to faculty asking them to participate

-Statement of Informed Consent

-The Survey I plan to use

-Email from Christopher Price in which he gives me permission to use the CELT 

 ANGEL mailing list for this project.

8)  Attach a copy of your certificate of completion for the online training course. If you don't have it indicate that you completed it and records will be verified by the IRB Administrator.

I've completed it.

9)  Anonymity/Confidentiality (how you will protect participants so they are not identified with their responses):

On ANGEL it is possible to administer a survey in which the respondents are not identified (their name is not linked to their submission). I have used this approach before and will use it for this study. Furthermore, I am not seeking demographic information that would allow me to identify instructors.

10)  Consent form

A consent form with all of the required information has been attached to this document.

11) N/A

12)  N/A

CATEGORY III PACKET 

Category 3 (Full Review) - your proposal fits this category if the research has the potential for harming participants, violates their rights, or requires special protections for participants.  Such research includes activities such as:
· research which might put participants at risk

· research involving psychological or physiological intervention

· non-curricular, interactive research in schools

· interviews or surveys on sensitive topics (e.g. sexual activity, alcohol or

             drug use, illegal behavior)

· research on special populations (e.g. prisoners, and the mentally

             incompetent) whether or not the research is covered by another assurance (see appendix)

· research involving deception (see appendix)

· research to be conducted on the Internet on sensitive topics (see appendix)

· international research, including class projects conducted in another country.  International research requires additional approval from an IRB (or similar body) in that country and a copy of the translation of the informed consent document and any survey or interview questions (see appendix).  Please contact the IRB Administrator at (585) 395-2779 for assistance prior to submitting your proposal.
    Research conducted in schools, agencies or businesses - 

    All research conducted in schools requires written permission on letterhead from the school  superintendent or principal.  Research conducted in a business or other organization also requires written permission of the director of that organization.  This must be attached to your proposal when it is submitted.  (Signed faxes on letterhead are acceptable).

     Informed consent - research under this category requires written documentation of informed consent.  The proposal should include written information to assist participants in making an informed decision.  If minors are involved (under the age of 18 years) in the research, then written permission of their parent or guardian is required for their participation.

     The researcher must detail for the IRB reviewers that legally effective informed consent (examples follow) is:

· obtained from the participant or their legally authorized representative for minors or those adults who cannot themselves give informed consent; 

· be in language understandable to the participant or their representative (in some cases this may involve an interpreter).  If the research will be conducted with non-English speaking participants then a copy of the informed consent document(s), survey and/or interview questions must be provided in English and the foreign language to the IRB 

·  be obtained under circumstances that offer the participant or their representative sufficient opportunity to consider whether the participant should or should not participate; 

            not include language through which the participant or their representative is asked to 

            waive or appear to waive any of the participant’s legal rights, or release or appears to 

            release the research investigator, the sponsor, the institution, or its agents from liability 

            for negligence.

           Deception research will only be approved if it meets certain conditions (e.g. debriefing).

Category 3 proposals should include in this order:

A. A completed and signed cover sheet with all required signatures.

B. Typed answers to questions 1-16. (Sample follows).

C. Attach a copy of your informed consent statement.  If your research involves minors please attach two informed consent forms – one for their parent/guardian to sign and a second one for the minor to sign (depending upon age, it may just be read to them.)
D. If research is to be conducted in a school then please attach a letter of permission from the school superintendent or principal.  If the research is to be conducted in a business or other organization please attach a letter of permission from the director of the organization.

E. Attach a copy of any interview or survey questions used and indicate their source.

F. Attach copies of responses to forms 101- 404 (only if applicable.  See appendix.)

G. Attach a note to the original proposal only with which of the meeting dates of the IRB posted on the website you (and your faculty supervisor if you are a student) would be available to meet with the IRB Board within the two weeks following submission of your proposal.  Or contact Marsha Moss at mmoss@brockport or 585-395-2779 for scheduled committee meetings dates/times.

H. If a faculty member or graduate student submit 8 copies and the original to IRB Administrator, Grants Development Office, 6th floor Allen Administration Building. (585) 395-2779.

If an undergraduate student submit 3 copies and the original to the address above.

  Directions for completing a Category III proposal:

  A.  Attach a completed and signed cover sheet (see next page) with all required signatures.

SUNY BROCKPORT INSTITUTIONAL REVIEW BOARD

Human Participant Research Review Form

Proposal #

(# will be inserted by IRB) 

Please follow these steps to submit your application.

1)  Use these two pages as the first pages of your application.

2)  If a Category 1 review send just the original, if a Category 2 send the original and one copy, if a Category 3 review send the original and eight copies if a faculty member of graduate student; 3 copies and the original if an undergraduate student.

3)  Deliver or mail to IRB Administrator, Grants Development Office, 6th Floor Allen, SUNY Brockport, 350 New Campus Drive, Brockport, N.Y.  14420.  (585) 395-2779, irboffice@brockport.edu ; fax number is (585) 395-2006.

Please type or neatly print.                                                  
1.  Investigator(s) name(s) ______________________________________

Department  _______________________________________________

Phone Number ________________________________

  (where you can be reached during the day – so we can call with questions)

E-mail address: ______________________________________________

Local mailing address: _________________________________________

2.  Project Title: ________________________________________________________

_____________________________________________________________________

3.  College Status (for each investigator):

Faculty/Staff _________________________________

Undergraduate Student _________________________

Graduate Student _____________________________

4.  If the principal investigator is a student, list name, department, and local telephone

number of faculty supervisor.  Please note that the Faculty/Staff Supervisor must

indicate knowledge and approval of this proposal by signing this form.

Faculty /Staff Supervisor’s name: ___________________________________________

Department and phone number: _____________________________________________

5.  Check appropriate category of research project (complete after reviewing guidelines):

Category 1 (Exempt Review) ____; Category 2 (Expedited Review) ___________

Category 3 (Full Review) _______________

6.   The Principal Investigator must sign this form.  (If the P.I. is a student, their

      faculty/staff supervisor must also sign this form).

      I certify that: 1) the information provided for this project is accurate; 2) no other

      procedures will be used in this project; 3) any modifications in this project will be

      submitted for IRB approval prior to use; 4) I have successfully completed the required 

      online IRB training program.

____________________________________________________________________

    A.  Signature of Investigator                                                Date

D. Faculty/Staff Supervisor: 1) I certify that this project is under my direct

supervision and that I am responsible for insuring that all provisions of approval are complied with by the principal investigator.  2) I have successfully completed the required online IRB training program. 3) My signature indicates I have reviewed this proposal and agree it is in final form and ready to be submitted to the IRB.

        ______________________________________________ ______________________

             Signature of Faculty/Staff Supervisor                                  Date

       C.  Signature of Department Head or Designee                        Date

____________________________________________________________________

8/06

B.  Project Description (sample completed project description follows)

Provide typed answers to items 1-16 (See below)

This information must be typed, and should be carefully checked for spelling and grammar.  Please number paragraphs according to the number of the item appropriate for your project.  If an item is not applicable please put NA (for not applicable).

1.  Provide a brief project description.  Describe: a) The objectives, methods and procedures of the project.  b) The purpose of the research – include why it is significant and how it contributes to general knowledge. c) The emphasis should be on the human subject involvement in the project.  Discussion of theoretical or statistical aspects of the project should be avoided.  d) If a questionnaire, and/or testing instrument is to be used describe how it will be administered, by whom, and indicate its source. If the survey is copyrighted, note when permission to use was given and indicate this at the bottom of page one of the survey form. e) If interviews are to be conducted, describe the nature of the interview and how responses will be recorded by written notes, audio or videotaping, etc. (see appendix).

2.  Number of and the relevant characteristics of subjects.  

3.  Describe how subjects will be selected for participation in this project and any fees, extra

     credit, or other items they will receive for participation if appropriate.

4.  Status and qualifications of research assistants, if any.  They must also complete

     appropriate IRB online training.

5.  Source of funding for project, if any.

6.  Expected starting and completion dates for project.  (Note that project cannot begin until

     approval has been received from IRB.  Projects are given approval for a maximum of one 

     year; if they continue past that point they must again receive IRB approval).

7.  Attach copies of all questionnaires, testing instruments, or interview protocols, and any cover      letters or instructions to participants.

8.  Attach a copy of your transcript of completion for the online training course. If you

    do not have it indicate that you completed it and records will be verified by the IRB      

    Administrator.

9.  Specify steps to be taken to guard the confidentiality of participant’s responses.  Indicate what      personal identifying indicators will be kept on subjects (if any).  Specify procedures for    

     storage and ultimate disposal of personal information.  This would normally mean keeping 

     information in a locked file cabinet and shredding information at the end of the research 

     project.

10.  Attach an informed consent document that includes the basic elements of informed consent 

       (See attachments below). 

11.  If the participants are to be drawn from an institution or organization ( e.g. hospital, social   

       service agency, prison, school business etc.) that has the responsibility for the participants, 

       then a copy of that assurance, or if not available, documentation of permission from the 

       institution must be submitted to the IRB before final approval can be given. 

12.  Attach copy of any interview or survey questions and their sources.

13.  Specify any special populations (e.g. minors, prisoners, or people with mental health issues 

       or developmental delays) involved in this project and describe the procedures for obtaining 

       the appropriate consent (see appendix).

14.  If the participant(s) will be exposed to any psychological intervention such as deception, 

       contrived social situations, manipulation of their attitudes, opinions, or self esteem,  

       psychotherapeutic procedures, or other psychological influences, complete Form 202.  See 

       appendix.

15.  If there will be any treatments upon the body of the participant(s) by mechanical, 

       electronic, chemical, biological, or any other means complete Form 303.  See appendix.

       Note:   Form 101 should also be completed if any sensory monitoring device(s) will be

       employed (e.g. electroencephalograph).

16. If the participants in the project may be exposed to the possibility of injury, 

      including physical, psychological or social injury, complete Form 404.   See appendix

17.  Attach copies of responses to forms 101-401 only if required (see appendix).

18.  Be sure to submit a final version to the IRB that has been carefully reviewed for spelling and        grammatical errors.  Doing so will expedite the review process.

Where to submit and how many copies:

a)  Faculty and graduate students:  Make 8 copies of the proposal in addition to the original

b)  Students: Make 3 copies of the proposal in addition to the original

c)  Submit to the IRB Administrator, Office of Academic Affairs, 6th Floor Allen 

Administration Bldg.

d)  Also check the time of the scheduled meetings of the IRB on the IRB website or contact Marsha Moss at mmoss@brockport or irboffic@brockport.edu for times of scheduled meetings of the IRB for the semester.  Please tell us in a note attached to your proposal which of the meeting times you and your faculty mentor (if available) can meet with the IRB.  This is not required but it makes the process go faster if you are there to answer any questions the IRB may have about your proposal.

Review process:

Category 3 proposals are reviewed by the IRB Chair initially and if the proposal is found to meet this category of review a meeting of the full IRB Board with the researcher (and faculty supervisor if a student research project) will be scheduled.  We make every effort to have the meeting within one-two weeks after receiving your proposal.  The Board is provided with copies of your proposal for review prior to the meeting.   The approval time is dependent upon the time of year, the completeness of your proposal, and how quickly you respond to any revisions requested by the IRB Administrator.  The average time is within 2-3 weeks of submission unless your proposal is submitted just prior to or during school breaks then it may take several weeks.  At the conclusion of the IRB Board meeting you will be told what revisions are needed for final approval (if any).  Final approval is given initially by phone or email and then followed by a formal letter within 5 business days.  Maximum approval period is for 12 months from the date of the IRB meeting.

 Attachments for Category 3 Proposals

       A. Cover/signature pages

B. Informed Consent Directions

C. Sample  of General Informed Consent

D. Sample of  Parental Consent

E. Sample of Minor Consent

F. Sample Letter for Institutional Consent

G. Sample Category III Proposal 

H. IRB Proposal Review Checklist

I. See IRB Appendix for Forms 101, 202, 303, and 404 (if applicable)

B. Informed Consent Directions

For all Category 3 proposals, signatures are required at the bottom for participants. If minors are involved you must provide two separate consent forms: 1)  One for parent/guardians and 2) one for minors (17 years of age and younger).  The minors form should be in a language understandable to their age level. 

Proposals are approved more quickly if researchers use the attached sample informed

consent forms and modify them to fit your project. The following elements must be

included: 
A.  Statement that the study involves research and why it is being conducted.

B.  Explanation of the purpose of the research and the expected duration of the participant’s involvement (e.g. how long will it take to complete the survey and number of questions).

C.  Description of the procedures to be followed, and identification of any procedures 

that are experimental.

D. Description of any benefits to the participant’s or to others which may reasonably be 

expected from the research.

E.  Description of any reasonably foreseeable risks and discomforts to the participant.

F.  Statement describing the extent, if any, to which confidentiality of records 

identifying the participant will be maintained, stored for how long, how destroyed.

G. For research involving more than minimal risk, an explanation as to whether any 

medical treatment is available if injury occurs; or counseling available for questions that might be sensitive, and if so, what they consist of, or where further information may be obtained.

H.  Name and phone number of whom to contact for answers to pertinent question

about the participant’s rights, and whom to contact in the event of a research-related injury to the participant.

I.  Statement that participation is voluntary, and refusal to participate will involve no

penalty or loss of benefits to which the participant is otherwise entitled.

J.  Statement that participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled.

K. Name of institution should be fully spelled out (ex.  Greater Rochester Collaborative

Masters in Social Work Program through SUNY Brockport and Nazareth College).

Whether presented orally or in writing, to the participants’ the IRB must be provided a written description of these elements of informed consent to be presented to them.  If the research cannot practically be completed without this requirement being waived or altered, please say so here, and include a debriefing procedure.
If minors are involved – in addition to parental consent adequate provisions must be made       for soliciting the assent of the children capable of providing their agreement.  According to

 federal regulations, assent means ..“a child’s affirmative agreement to participate in research.

Mere failure to object, absent affirmative agreement, should not be construed as assent.     Procedures for obtaining assent of children must be appropriate to their age level, maturity,

and psychological state.  The essential information given to the child must include a 

description of the procedures and clear indication that their participation is

voluntary.  If the research is being conducted in schools, it must be clearly stated

that this research is not part of the child’s regular school program, not being

conducted by the school, and that participation will not affect the child’s grade.

In cases where there is inconsistency between the consent of the parent and the 

agreement of the child, the following rule will be followed:  A “no” from the child

overrides a “yes” from the parent, but a “yes” from the child does not override a

“no” from the parent.

Non-participation in a research project being conducted as part of a class or group 

(whether or not minors are involved), must detail alternatives for those in the class not 

participating in the research. For example, if extra credit is being offered for 

participation then the researcher must detail how those not participating have an alternative 

method of obtaining extra credit.  This is to minimize coercion to participate.  Another

example would be if an investigator is conducting research in a classroom where they will be observing, interviewing and taping the class.  Please explain what procedures will

be followed for those children in the class whose parents have not given permission, or

where the child does not agree to participate in the research.

9. If the participants are to be drawn from an institution or organization (e.g. hospital, 

social service agency, prison, school, etc.) that has the responsibility for the participant’s, then a copy of that assurance or if not available, documentation of permission from the institution must be submitted to the Board before final approval can be given.

10.  If the subjects will come into contact with any mechanical, electrical, electronic or other 

equipment, Form 101, must be completed in order for the safety of the equipment to be 

checked.  See appendix. 

Three sample informed consent forms follow.  

Please note the following additional items that should be included in any consent form if applicable to your project.

If one of the following applies to your proposal please add this to the consent form above the section regarding whom to contact for information.

6.  Payment for participation – include the amount of payment and procedures to be paid.  Please note that participants must be paid even if they don’t complete the study.  If you are paying participants more than $600 annually please contact the IRB Administrator for specific language that must be included in your consent form.  Also see attached appendix.

7.  Taping (audio and video) – if you are audio/video taping you have two options:

a)  If you require participants to consent to the taping in order to participate, you should clearly state this in the consent form in the study description section. 

b)  If it is acceptable for participants to refuse taping and still participate, you should include a separate section for taping information at the end of the consent form with a separate signature line for consent to the taping.

All participants completing interviews must sign a consent form.

8.  Referrals – if the study has the potential to arouse questions and concerns in participants ( i.e. regarding their substance use, etc., include an agency and phone number for participants to contact if they feel the need to do so (ex. College Counseling Center).

9.  Studies conducted in classrooms/school settings – you must include on the consent form

a statement that participation in the research will not affect participants’ grades or class

standings.

10.  Research conducted on the Internet – should include the following statement on the consent form:

“This project has been approved by the SUNY College at Brockport’s Institutional Review Board.  Approval of this project only signifies that the procedures adequately protect the rights and welfare of the participants.  Please note that absolute confidentiality cannot be guaranteed due to the limited protections of Internet access.”

C. SAMPLE OF GENERAL INFORMED CONSENT FORM 

(not involving minors).  This can be modified to fit the needs of your project.  Note that it contains the required elements of informed consent.

STATEMENT OF INFORMED CONSENT
     The purpose of this research project is to examine some of the ways adults, 65 and older, take care of their health.  Four areas will be studied including exercise, diet, taking medications, and seeking medical care.  This research project is also being conducted in order for me to complete my masters thesis for the Department of ___________ at the State University of New York College at Brockport.

     In order to participate in this study, your informed consent is required.   You are being asked to make a decision whether or not to participate in the project.  If you want to participate in the project, and agree with the statements below, please sign your name in the space provided at the end (required for all Category 3 proposals).  You may change your mind at any time and leave the study without penalty, even after the study has begun.
     I understand that:

     1.  My participation is voluntary and I have the right to refuse to answer any questions.

      2. My confidentiality is guaranteed.  My name will not be written on the survey.  There will 

          be no way to connect me to my written survey.  If any publication results from this 

          research, I would not be identified by name.

3. There will be no anticipated personal risks or benefits because of my participation in this 

    project.

4.  My participation involves reading a written survey of  X# of  questions and answering 

      those questions in writing.  It is estimated that it will take  X# of minutes to complete the 

      survey.

5.   Approximately X #  people will take part in this study.  The results will be used for the 

      completion of a masters thesis by the primary researcher.

      6.   Data will be kept in a locked filing cabinet by the investigator.  Data and consent forms 

 will be destroyed by shredding when the research has been accepted and approved.    

I am 18 years of age or older.  I have read and understand the above statements.  All my questions about my participation in this study have been answered to my satisfaction.  I agree to participate in the study realizing I may withdraw without penalty at any time during the survey process.  Returning the survey (and/or completing interview if appropriate) indicates my consent to participate.                               

If you have any questions you may contact:

      Primary researcher                                  Faculty Advisor
      Name                                                      Name

      Phone Number                                       Department and phone number

____________________________________________                  ​​​​​​​​​​​​​​​​​​​​​​​​​​​​_____________________

Participant Signature






Date

D. Sample of an Informed Consent Form for parents for research involving minors.
The form should be modified for your proposal.  Two forms must be submitted to the IRB for approval if the proposal involves minors.  One form for parent/guardian and one for minors.  They both must be written in language understandable to the educational level of the parent and child.

 STATEMENT OF INFORMED CONSENT FOR PARENTS OF MINORS
    This form describes a research study being conducted with young people and their families.  The purpose of the research is to learn about the stresses or problems that families face.  The person conducting the research is a faculty member (staff or student) at SUNY College at Brockport. You are being asked to give permission for you and your son or daughter to participate in this research. If you agree to participate in this study, you will be asked to complete a questionnaire about your feelings and behaviors, and your child will be asked to do the same regarding feelings and behaviors, family and friends, and school. S/he will also complete a short interview.   This study will take about two hours.  (Include if appropriate: Your child will be paid XX dollars for the two hours of her/his time.)

     A possible risk of being in this study is the feeling that some questions asked are of a personal nature.  There are no other anticipated risks.  You and your child do not have to answer any question you do not want to.  You will have a chance to discuss any questions you have about the study with the interviewer/ researcher after you complete the interview/questionnaire 

     The possible benefit from being in this study could be that information will be learned that would allow professionals to better help families deal with problems.  Information from this study might also suggest ways that young people can get along better in school or with their parents or can avoid legal trouble.

     Any information that you and your child give in this study remains confidential and will be known only to the project staff. . [ Sometimes needed with minors when interviewing about high risk behaviors:  The only exception that there could ever be to this is that if in talking to your child, project staff find that there is something happening in her/his  life that is an immediate and serious danger to her/his  health or physical safety.  In that case, the study staff may have to contact you as parents and possibly another professional.  We would always talk to your child about this first.)  Except for this consent form, all questionnaires/interviews will be given a code number and your names will not be on them.  If publications in scientific journals arise from this research, results will be given anonymously and in group form only, so that you and your child cannot be identified. 
   ( Include if appropriate: Your child’s  interview will be tape recorded, so that their answers can be recorded accurately.)  If you have any questions during this study you may call (insert name of investigator and phone number).
     Your participation in this study and your child’s is completely voluntary. (If needed:  Being in it or refusing to be in it, will not affect the services or benefits that your child is entitled to through her/his  school, agency, etc.).  You and your child are free to change your mind or stop being in the study at any time during it.  

     You are being asked whether or not you want to participate and have your child participate in this study.  If you wish to participate, and you agree with the statement below, please sign in the space provided.  Remember, you may change your mind at any point and withdraw from the study.  Your child can refuse to participate even if you as parent/guardian give permission for your child to participate.

I understand the information provided in this form, agree to participate in this project and to have my child___________________________________ participate. 



Child’s name

If you have any questions you may contact:

      Primary researcher                                  Faculty Advisor
      Name                                                      Name

      Phone Number                                       Department and phone number

___________________________________________  ______________________

Signature of parent/guardian                                                                 Date

E.   Sample of an Informed Consent Form for research involving minors.
The form should be modified for your proposal.  Two forms must be submitted to the IRB for approval if the proposal involves minors.  One form for parent/guardian and one for minors.  They both must be written in language understandable to the educational level of the parent and child.

                                STATEMENT OF INFORMED CONSENT FOR MINORS
    This form describes a research study being conducted with young people and their families.  The purpose of the research is to learn about the stresses or problems that families face.  The person conducting the research is a faculty member (staff or student) at SUNY College at Brockport.  If you agree to participate in this study, you will be asked questions about your feelings and behavior, your family and friends, and school.  You will also fill out some questionnaires (or complete interviews).  Your parents will also do the same kinds of things with a staff member from the study.  This study will take about two hours. (Insert if appropriate:  You will be paid X  dollars for the two hours of your time.) 

     A possible risk of being in this study is your feeling that some questions asked of you are of a personal nature.  There are no other anticipated risks.  You do not have to answer any question you do not want to.  You will have a chance to discuss any questions you have about the study with the interviewer/ researcher after you complete the interview/questionnaire. 

     The possible benefit from being in this study could be that information will be learned that would allow professionals to better help families deal with problems.  Information from this study might also suggest ways that young people can get along better in school or with their parents or can avoid legal trouble.

     Any information that you give in this study remains confidential and will be known only to the project staff.  [ Sometimes needed with minors when interviewing about high risk behaviors: The only exception that there could ever be to this is that if in talking to you, project staff find that there is something happening in your life that is an immediate and serious danger to your health or physical safety.  In that case, your parents or another professional might have to be contacted.  We would always talk to you about this first.)  Except for this consent form, all questionnaires/interviews will be given a code number and your name will not be on them.  If publications in scientific journals arise from this research, results will be given anonymously and in group form only, so that you cannot be identified. 
   ( Include if appropriate: Your interview will be tape recorded, so that your answers can be recorded accurately.)  If you have any questions during this study you may call (insert name of investigator and phone number).

     Your participation in this study is completely voluntary. (If needed:  Being in it or refusing to be in it, will not affect the services or benefits that you are entitled to through your school, agency, etc.)  You are free to change your mind or stop being in the study at any time during it.  

     You are being asked whether or not you want to participate in this study.  If you wish to participate, and you agree with the statement below, please sign in the space provided.  Remember, you may change your mind at any point and withdraw from the study.  You can refuse to participate even if your parent/guardian gives permission for you to participate.

I understand the information provided in this form, agree to participate as a participant in this project.

___________________________________________  ______________________

Signature of participant                                                                  Date

 ______________________________

Birthdate of participant

_________________________________________   ________________________

Signature of a witness 18 years of age or older                              Date

If you have any questions you may contact:

      Primary researcher                                  Faculty Advisor
      Name                                                      Name

      Phone Number                                       Department and phone number

G. Sample Letter for Institutional Consent
Have institution print the consent on its letterhead and sign

To:
Institutional Review Board


SUNY Brockport

I have read and approve the research study entitled, “​​​​​​​​​​​​​​​​________________________"

By _______________________________ [name(s) of primary researcher(s)] and give consent for the study to be conducted at or through _________________________(name of institution). 

The institution may add any other appropriate requirements, such as so long as information regarding the study is shared with staff of the agency after the completion of the study, so long as parental permission is obtained, etc.  

___________________________________

_______________________________

Signature 





Date

Title of person signing (representing the authority to give institutional permission) 

H. Sample Category 3 Proposal

Human Subject Research Review Form (Category III) 
Impulsivity in Children

1) Brief project description

    Objectives and Purpose of the research

Impulsivity is a common child behavior. Impulsivity can be exemplified by choosing a small immediate reinforcer rather than a large delayed one. Impulsivity has been defined and measured in a variety of ways, including measuring hypothetical or real choices, questioning parents or teachers, questioning children themselves, measuring inhibition of responding, measuring reaction times or errors in responding, etc. Two common laboratory measures of impulsivity are the self-control paradigm and the delay of gratification paradigm. Researchers investigating children's choice behavior in each of these procedures have demonstrated that to some degree impulsivity is related to age, gender, and visibility of food cues. In addition, it has been suggested that children's degree of impulsivity may be related to parenting style.

There are three objectives of the current experiment: 1) To establish the concurrent validity of two laboratory measures of impulsivity–the self-control paradigm and the delay of gratification paradigm; 2) To examine the effects of visual food cues on choice behavior in these two paradigms; and 3) To examine the relationship between choice behaviors in these two paradigms and parenting style.

   Methods and Procedure

When parents return a permission slip indicating potential interest in having their child participate in our study (see sample Parent Letter and Permission respectively), they will be called at home, will be provided with a description of the study and will be asked some questions (see Phone Protocol).

At the first session the participant's parent's consent will be obtained (see Consent Form) and the parent will complete the Background Questionnaire and the Parenting Questionnaire. Parents will be compensated for the time with $10.

The remaining seven sessions will involve the child only. Five of the sessions will expose the child to the self-control procedure, and 2 of the seven sessions will expose the children to the delay of gratification procedure and. For each of the sessions with the child, a research assistant will escort the child from their classroom down the hall to B-3.

For the self-control procedure sessions, the child will be seated in front of the Children's Choice  Apparatus (for further detail of apparatus, see Form 101 #1) and be given a detailed explanation, demonstration, and practice of how to "play the Mickey game" (see Self-Control Experimental Script, for verbatim instructions, identical to instructions used by Forzano & Logue, 1995; Forzano, Szuba, and Figurilli, 2003; and Logue, Forzano, & Ackerman, 1996).

Each session will consist of 14 1-min trials (for identical procedure see Forzano & Logue, 1995; Forzano, Szuba, and Figurilli, 2003). At the beginning of each trial the white light in the middle of Mickey's nose is lit, signaling the availability of a choice. If the left button is pushed, a feedback click is produced, the white light is darkened, the green light above that button is lit, and the left-choice reinforcer delay begins. When this delay is over, reinforcement is delivered (i.e., the left drawer slides out from the apparatus and the participant opens the lid on top of the drawer, removes the food items, and eats them). When the food is removed from the drawer, the drawer slid back in, the green light above the drawer is darkened, and the ITI begins. The next trial begins with the reillumination of the white light in the middle of Mickey's nose. The sequence of events following a right button press is the same except that the red light above that button is lit and the right drawer slides out from the apparatus. During the reinforcer delays, the participant may change their choice by pressing the alternate button.

Each participant will be exposed to 1 training session and two experimental conditions (2 sessions each) for a total of  5 sessions. The first session will be a baseline (training) condition where participants will wait the same delay and will receive the same amount of reinforcement for both responses. For the experimental sessions for one alternative a 30-s prereinforcer delay will be followed by 3 food halves (the self-control alternative), and for the other alternative a 0-s prereinforcer delay will be followed by 1 food half (the impulsive alternative).

For two of the experimental sessions the participants will be exposed to visual food cues (seeing the food item) and for the other two they will not. Participants will be exposed to 1 session per day, approximately 5 days per week.

At the end of each session a participant will be asked  questions about which button they liked to press more today (see Daily Self-Control Postsession Questionnaire), and will be asked if they would like to come and play the Mickey game again.

For the delay of gratification procedure sessions, the child will first be instructed on how to ring the bell to make the experimenter return to the room and be given practice doing that. Next the child will receive the delay-of-gratification contingency instructions and his/her comprehension of these contingencies will be assessed and consented to. The experimenter then either leaves the foods visible to the child or removes the cake tin with the food items (depending on the conditions), and records the wait-time (not to exceed 20

minutes). (see Delay of Gratification Experimental Script, for verbatim instructions, identical to instructions used by Mischel & Ebbesen, 1970; and Mischel, Ebbesen, & Zeiss, 1972).

At the end of the last session, the research assistant will complete the Debriefing Notification Form (attached) to be left for Dr. Smith. Within the next few days, if not immediately, Dr. Smith will contact the parent to discuss the study in more detail and answer questions.

2) Number and relevant characteristics of subjects 

Approximately 40 children (20 male, 20 female) ages 3 through 5 will be needed. They will be recruited via letters sent home to parents at the Brockport Child Care Center. All children will be, according to their parents' statements, not diagnosed with ADD/ADHD or a learning disability, and not presently receiving any special educational services. Similar criteria have been used in previous research on self-control with children, with which I would like to compare the results of the experiment.

3) Description of how subjects will be selected for  participation and description of remuneration to be received by subjects 

Participants will be recruited by letters sent home to parents at the Brockport Child Care Center (see Parent Letter and Permission Slip). This recruitment device will indicate that: 1) children (ages 3 through 5) are needed for a study of children's choice behavior in the Department of Psychology at SUNY College at Brockport, 2) there will be one 15-minute session for the parents to complete two forms, for which they will be compensated $10, 3) there will be seven 20-min sessions for the child that will be scheduled while the child is enrolled in at the Brockport Child Care Center, and 4) if they are interested they should complete the Permission Slip so that they can be contacted to discuss the study further.

When potential participants' parents are contacted by the Experimenter, they will be screened to assure that their child satisfies the requirements of being 3 through 5 years old, and not diagnosed with ADD/ADHD or a learning disability, nor presently receiving any special educational services.

Children will receive M&M's or raisins, each session and play a fun game.

4) Status and qualification of research assistants 

Aside from the principal investigator, 4 Junior and Senior level, Psychology major, undergraduates will be trained with regard to the safe and sanitary use of the equipment. Each of us has completed the online ethics training course.

All undergraduate students using this equipment will be students enrolled in PSH 499, Independent Study. The Independent Study course allows students to participate in a faculty-supervised research investigation. Students enrolled in this course have been carefully interviewed and screened based on previous knowledge in psychology, evidence of responsibility, and perception of enthusiasm and commitment to psychology and research, and have thus received the PI's permission to enroll in this course. In addition, these research assistants have had ample previous experience with children, a clear enthusiasm for working with children, and will, as required by the Brockport Child Care Center's state regulations, have both Child Abuse Clearance and a state fingerprinting criminal check.

All of the research assistants will be trained, via lecture, handouts of instructions, practice, and performance testing, on all aspects of running the equipment involved in this research. They will be trained in interacting will parents and children, and operating the apparatus. They will be trained as to the correct sterilization techniques for the apparatus, i.e., setting up apparatus for running a subject, cleaning up apparatus after running a subject, preparing sterilization solution, wiping down the apparatus with sterilization solution, and the gloved handling of foods, etc.

5) Source of funding 

The PI will personally be funding this research project.

6) Expected starting and completion dates 

starting date: November 2005 completion date: October 2006

7) Questionnaires and instructions to subiects 

(see attached)

8) Transcipts of completion of online training course 

(see attached)

9) Steps to guard anonymity of subjects and the confidentiality of their responses 

Anonymity and confidentiality of participants and their responses will be maintained by not recording any names of participants except on consent forms which will be locked in the PI's laboratory. All results will be collected and identified by participant number. A master list matching participants' names and numbers will also be locked in the PI's laboratory. The master list will only be used to ensure that no child participates in subsequent related experiments.

All participant data will be stored in the PI's research laboratory for a minimum of 7 years after completion of the experiments. At that time, all data may be mechanically shredded and disposed of.

10) Informed consent document 
(see attached)

11) Assurance from appropriate institution, if drawing subiects from a special institution which has the responsibility for the subjects 

(see attached)

12) Specification of subject contact with equipment (Form 101) 
(See attached)

13) Specification of special population 

Children, ages 3 though 5 will be involved in this research. Written informed consent of parent or legal guardian will be obtained. After the procedures of the study are explained to the child, they will orally be asked if they would like to participate.

14) Psychological  intervention,

(Not applicable—Participants will not be exposed to any intervention)

15) Treatments 

(Not applicable—Participants will not be exposed to any treatments)

16) Possibility  of injury
 Potential minimal risk for choking. Note however, that no children have ever choked during any of our other studies. In addition, note that a number of precautions are taken to minimize the risk of choking, including: using mini M&Ms, using raisins that have been cut in half, dispensing of no more than 3 food items at a time, having the children immediately eat these food items and not store up large quantities, an additional research assistant will be viewing each session, close access to Brockport Child Care staff in case of an emergency, Heimlich maneuver poster displayed in lab, and research assistants will have familiarity with this maneuver.

Form 101--Research Utilizing Equipment

Impulsivity in Children

1) Identify and describe in detail the equipment to be utilized

The apparatus to be used is the Children's Choice Apparatus. This apparatus is identical to the apparatus used in approved IRB #99-9, IRB #99-121, and by Forzano and Logue (1995), Forzano, Szuba, and Figurilli, 2003, Logue, Forzano, and Ackerman (1996) and Logue and Chavarro (1992). This apparatus was designed and built under the direction of Richard Reeder by the Social and Behavioral Sciences Electronics Shop at the State University of New York at Stony Brook.

A diagram of the apparatus is attached. The apparatus is a wooden box (76 cm wide, 80 cm high, and 47 cm deep) with an open back. The front panel of the apparatus has a picture of Mickey Mouse's face painted on it with a white light in the middle of Mickey's nose. Below Mickey's face there are two lights. The left light can be illuminated green and the right light can be illuminated red. Located 10 cm below each light is a drawer (each 11 cm wide, 19 cm deep, and 6 cm high). The left drawer is green inside and the right drawer is red inside. During periods of reinforcer access the drawer emerges from the panel. This forward movement causes the drawer to protrude 13.5 cm from the panel and thus allows the subject to open the lid of the drawer and remove the reinforcers. At all other times the drawers remain closed, flush with the front of the apparatus. In front of each drawer, on the base of the apparatus, is a button. This button produces a feedback click when activated.

The panel also will contain a Plexiglas box, located above the drawers. This box, filled with M&M's, or raisins and will allow full view of the food cues. For half of the sessions this box will be filled, and for the other half of the sessions it will empty.

Behind the front panel of the apparatus are electromechanical switches and timers that control the experimental events. The Experimenter sits in back of the apparatus, unobserved by the subject, and operates the apparatus and records the subject's responses. The subject sits in the small chair in front of the apparatus.

2) Identify and describe in detail how the Participant will interact with the equipment

For each of the self-control procedure sessions, approximately 14 minutes each, subjects will be seated in a chair in front of the Children's Choice Apparatus. Each session will consist of 14 1-min trials. At the beginning of each the white light in the middle of Mickey's nose is lit, signaling the availability of a choice. If the left button is pushed, a feedback click is produced, the white light is darkened, the green light above that button is lit, and a left-choice reinforcer delay begins. When this delay is over, reinforcement is delivered: The left drawer slides out from the apparatus and the subject opens the lid on top of the drawer, removes the food items, and eats them. When the food is removed from the drawer the drawer slides back in, the green light above the drawer is darkened, and an ITI begins. The next trial begins with the reillumination of the white light in the middle of Mickey's nose.

The sequence of events following a right button press is the same except that the red light above that button is lit and the right drawer slides out from the apparatus.

3) Indicate the exact location of the equipment

The experiment will be conducted in a small room inside of room B-2 of Cooper Hall. In the middle of the room is a table with chairs both in front and in back. The experimental apparatus, the Children's Choice Apparatus, is placed on the table.

4) Indicate the names and qualifications for all individuals authorized to use the equipment

The principal investigator for this research project is Martha Smith.
For a summary of the PI's qualifications please see the attached abbreviated CV. The PI has successfully completed and published the results of many experiments, which have all involved the use of virtually identical equipment and procedures. In addition, every semester for the past 13 years at SUNY College at Brockport the PI has supervised numerous undergraduate research assistants (in Research Topics in Learning and Motivation, and in Independent Studies). Each of these supervisions involved providing the research assistants with extensive training on how to conduct the actual experiments (how to recruit subjects, how to interact with subjects, how to deliver specific scripts to subjects, how to administer various psychological assessments, how to operate computer equipment and programs, how to operate electromechanical apparatuses, etc.).

Aside from the principal investigator, 4 Junior and Senior level, Psychology major, undergraduates will be trained with regard to the safe and sanitary use of the equipment. Each of us 2

has completed the online ethics-training course.

All undergraduate students using this equipment will students enrolled in PSH 499, Independent Study. The Independent Study course allows students to participate in a faculty-supervised research investigation. Students enrolled in this course have been carefully interviewed and screened based on previous knowledge in psychology, evidence of responsibility, and perception of enthusiasm and commitment to psychology and research, and have thus received the PI's permission to enroll in this course. In addition, these research assistants have had ample previous experience with children, a clear enthusiasm for working with children, and will, as required by the Brockport Child Care Center's state regulations, have both Child Abuse Clearance and a state fingerprinting criminal check.

All of the research assistants will be trained, via lecture, handouts of instructions, practice, and performance testing, on all aspects of running the equipment involved in this research. They will be trained in interacting will parents and children, and operating the apparatus. They will be trained as to the correct sterilization techniques for the apparatus, i.e., setting up apparatus for running a subject, cleaning up apparatus after running a subject, preparing sterilization solution, wiping down the apparatus with sterilization solution, and the gloved handling of foods, etc.

5) Indicate in detail specific steps that will be taken to assure the  proper operating and maintenance of the  equipment
As indicated above, all Research Assistants will be trained in the proper operating of the apparatus. They will all be exposed to lectures and demonstrations regarding the use of all equipment. They will each receive, for their own reference and review, handouts specifying all steps necessary to operate all equipment. All of the research assistants will also practice all procedures in pairs and will be tested on their performance of operation by the PI.

To monitor continued proper operating of all equipment, the Research Assistants will be instructed to monitor each other's performance and to note to PI any deviations for prescribed protocol. In addition the PI will do random spot checks of the equipment.

APPENDIX WITH MORE DETAILED INFORMATION ON:
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3. Form  303
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5. Continuation of research projects after 12 months

6. Modifications of projects already approved by the IRB

7. Investigator responsibilities

8. Maintaining records

9. Composition of the Institutional Review Board

10. How to report problems that occur during research projects

11. Research conducted without IRB approval

12. Ethnographic research

13. Research conducted in other countries (International research)

14.  Internet research

15. Oral history research

16.  Paying of participants

17.  Deception in research

18.  Secondary analysis of existing data

19.  Taping of participants

20.  Suspension or termination of IRB approval

21.  Collaborative research/ research conducted on campus by non-SUNY Brockport 

                    researchers

22. Prisoners involved in research projects.

    1.  Form 101 – Research Utilizing Equipment
         If the participant(s) in your proposed research will be in contact with any mechanical, 

         electronic, electrical or other equipment which might subject him/her to the possibility of 

         accidental harm or injury, please provide the information requested in items A-F below.  The 

         use of any such equipment must be approved by the IRB prior to use in any research.

         A.  Identify and describe in detail the equipment to be utilized.  Use manufacturer’s names and 

         submit copies of manufacturer’s literature on the equipment when available.  Submission of 

         schematics of electrical equipment will facilitate approval.

          B.  Identify and describe in detail how the participant will interact with the equipment.

          C.  Indicate the exact location of the equipment.

   D.  Indicate the names and qualifications (with regard to the safe use of the equipment) 

          for all individuals authorized to use the equipment for this proposal.

          E.  Indicate in detail specific steps that will be taken to assure the proper operating and 

          maintenance of the equipment.

    2.  Form 202 – Research Involving Psychological Intervention

         If the subject(s) of the proposed research will be exposed to any psychological intervention 

        such as deception, contrived social situations, manipulation of the participant’s attitudes, 

        opinion or self-esteem, psychotherapeutic procedures, or other psychological influences, 

        please provide answers to items A- I below.

        A.  Identify and describe in detail the psychological intervention.

        B.  Identify and describe in detail the means used to administer the intervention.

 C.  Identify and describe in detail the behavior expected of participant(s) and the behavior of  the investigator during the administration of the psychological intervention.

 D.  Describe how the data resulting from this procedure will be gathered and recorded.

 E.  Identify anticipated and possible psychological, physiological or social consequences 

        of this procedure for the participant(s).

         F. Indicate in detail specific steps that will be taken to assure the proper operation             

         and maintenance of the means used to administer the intervention.  Give particular 

         attention to the prevention of accidental harm or injury to the human participant(s).  Note:  

         for all equipment used, Form 101 must be completed.

G. If deception is to be used in this project, explain in detail why deception is necessary to 

accomplish the goals of the research.  Care should be taken to distinguish cases in which disclosure would invalidate the research from cases in which disclosure would simply inconvenience the researcher.

               H.  Describe in detail the plan for debriefing participants.

I.  Indicate the investigator’s competence and identify his/her qualifications, by training and 

experience, to conduct this procedure.  Give the name, title, department, address, and phone number of the individual(s) who will supervise this procedure.

    3.  Form 303 – Research Involving Physiological Intervention

         If the participant(s) of the proposed research will be exposed to any physiological treatments          or intervention upon the body by mechanical, electronic, chemical, biological or any other 

         means, please provide the information requested in items A –G below.

         A.  Identify and describe in detail the physiological intervention.

         B.  Identify and describe in detail the means used to administer the intervention.

  C.  Identify and describe in detail the behavior expected of participant(s) and the behavior of the

          investigator during the administration of the physiological intervention.

          D.  Describe how data resulting from this procedure will be gathered and recorded.

           E.  Identify anticipated and possible physiological, psychological, or social consequences

          of this procedure for the participant(s). 

           F.  Indicate in detail specific steps that will be taken to assure the proper operation and maintenance

          of the means used to administer the intervention.  Give particular attention to prevention of  

          accidental harm or injury to the human participant(s).  Note:  for all equipment used, Form 101 must 

          be completed.

G. Indicate the investigator’s competence and identify his/her qualifications, by training and 

experience, to conduct this procedure.  Give name, title, department, address, and phone number of the individual(s) who will supervise this procedure.

    4.  Form 404 – Subject at Risk

         If you believe that humans participating in this proposed research proposal MAY 

         BE EXPOSED to the possibility of injury, including physiological, psychological, or social 

         injury, please provide the information requested in items A-D below.

         A.  Identify and describe the possible risks, including psychological, physiological, or 

         social injury to which participant(s) involved in the proposed research project may be 

          exposed.

          B.  Explain why you believe the risks to the participants are so outweighed by the sum of 

          The benefit to the participant and the importance of the knowledge to be gained as to 

          warrant a  decision to allow the participant to accept these risks.  Discuss alternative ways 

          of conducting the research and why the one chosen is superior.

   C.  Explain fully how the rights and welfare of the participants at risk will be protected (e.g. 

   equipment closely monitored, medical exam given prior to procedures, psychological screening of 

   prospective participants, etc.).          

           D.  Specify how legally informed consent will be obtained. 

5.   Continuation of research after 12 months 

The IRB is required to reevaluate research projects at intervals appropriate to the degree of risk, but not less than once a year.  The approval letter from the IRB will indicate the approval period (maximum of 12 months) and the date for submitting a request for continuation.

One month prior to the expiration of your approval the IRB will send the investigator a courtesy reminder notice.  However, it is the investigator’s responsibilities to complete the continuation form you will be sent, attach the appropriate information and return the package to the IRB Administrator. Please note that if for some reason you do not receive the reminder notice it is your responsibility to contact the IRB Administrator in advance of your project’s expiration date if you wish to continue the research.   Only two continuations can be granted under federal guidelines (total of three years).  After that you must have a full review.

Your continuation request must include: a) request for extension; b) number of participants involved to date; c) any modifications you many want to make; d) any adverse events or subject complaints from the previous year; d) a brief summary of findings to date; e) a summary of any recent literature, findings, or new information about any risks associated with the research; f) a copy of the current and any newly proposed informed consent forms.

If you have completed data collection and are just analyzing unidentifiable data, you do not need to seek continued IRB approval.  However, you must be certain to maintain the data as specified in your application protocol.  

       6.  Modifications to research already approved by the IRB

No changes to the proposal that was approved by the IRB can be implemented without 

            first obtaining IRB approval.  This includes participant recruitment, consent form 

            changes, etc. When submitting modifications you don’t need to resubmit the entire 

            package. Submit a memo to the IRB Administrator with the proposal number and title.  

            Explain the modification and submit all supporting documents that have been modified 

            (surveys, recruitment flyers, consent forms, etc.).  Be sure to allow at least two weeks for 

            review. You will be notified in writing by the IRB Administrator.  Please note that a 

            modification does not change the approval/termination dates.  The modification approval 

            is effective within the approval period of the entire project.  You cannot implement any 

            changes until you receive approval from the IRB Administrator.

7.   Investigator’s responsibilities

It is the responsibility of all researcher’s to comply with the following:

· Obtain IRB approval prior to initiating any human participants research.  

· Acknowledge and accept your responsibility to protect the rights and welfare of human research participants and for complying with all applicable regulations.

· Complete the required educational training course required by the College prior to conducting your research.

· Provide a copy of the IRB-approved informed consent document to each participant at the time of consent.  All signed consent documents and research records are to be retained in a manner approved by the IRB and kept for six years after the completion of the study (for a category 3 proposal only).

· Promptly report proposed changes/modifications to approved studies to the IRB.  You will not initiate changes without IRB review and approval.

· Immediately report to the Board any problems (injuries, unanticipated problems, subject complaints, etc.) involving risks to participants that arise in connection with your use of human participants in this study to the IRB Administrator.

· Be aware that the continuation of research after expiration of IRB approval is a violation of federal regulations.  There is no grace period beyond the expiration date.  If IRB approval has expired, research activities must stop and no new participants may be enrolled in the study until IRB review and approval has been obtained.

8.   Maintaining records
Category 3 proposals must retain research records for six years following the completion of the research.  If possible, identifiers should be removed and separated from the data as soon as possible.  Data should be stored in a locked cabinet or password protected if stored on a computer.

9.   Composition of the IRB

SUNY College at Brockport complies with federal regulations for the composition of our IRB.  We currently have thirteen members who are diverse in gender and research background and discipline.  Some are scientists, some are non-scientists, and one is a community representative not affiliated with anyone at the College.  The IRB Chair is appointed annually by the Provost or his designee (IRB Administrator).

10. How to Report Problems

Problems occurring during your research project must be reported immediately

in writing to the IRB Administrator because it is the responsibility of the IRB to assess the risk/benefit ratio for participant safety.  A determination by the IRB in response to the problems may include revisions to the consent form, additional information to be provided to participants in order for him/her to reconsider their consent to participate, or the IRB may need to stop the research at this point and re-review the project.  

11. Research Conducted Without IRB Approval

All research on campus involving human participants must be reviewed by the IRB prior to conducting the research.  The IRB cannot give approval or disapproval of projects conducted prior to review and approval.  

On a case-by-case basis, the IRB will review the project (under the full review process) to consider how the project was conducted (if the investigator willingly conducted the research without approval, or was unaware of the requirement), and if the procedures violated any of the College’s standards for ethical conduct in research.  In these cases, the IRB will decide if the investigator:

· can use the data already collected

· must provide proof of consent, re-consent participants or retroactively consent

· can continue the research (if not already completed), and which, if any, modifications need to be made,

· must destroy all data collected to date, or

· must take other actions at the discretion of the IRB.

            After the IRB’s meeting a letter from the IRB Administrator on behalf of the IRB will be 

            sent to the investigator, indicating the IRB’s review, what actions the IRB is requiring, 

            and an opportunity for the investigator to respond.  A copy of the letter will be sent to the 

            faculty advisor if the researcher is a student, and sent to the Chair/Dean of their 

            department if the researcher is a faculty member.

12. Ethnographic research
The essence of ethnographic research is its “participant observation” methodology.  The researcher observes human behavior in natural settings and participates in daily life; human participants can decide whether or not to talk to the researcher and can control the content and amount of information they disclose.  This mostly poses minimal or no risk.  Because it is not in a clear research space such as an interview, but rather about being among people as they are in the world in everyday ways, it is important for the researcher to think about how they will establish informed consent with participants.  Informed consent is therefore a dynamic, on-going, negotiated process.  These factors will determine whether oral or written consent or a combination is most appropriate.  It is suggested that the  researcher visit the website of the American Anthropological Association (http://www.aaanet.org) and especially the link to the AAA Committee on Ethics.

13. International research

Research in foreign countries (including class projects) presents special concerns regarding the rights and welfare of human participants.  Investigators must understand the context of the country they are conducting research within.  The following issues apply:

· All human participants research in foreign countries must be reviewed by the full IRB regardless of the nature of the research.

· All materials including consent forms, must have English language translations included with the protocol.

· Documentation of permission from local authorities is generally required before approval can be granted.  To expedite this process, the investigator is asked to provide the name of someone who has knowledge and/or experience in conducting research in that country.

· Each foreign site where the research will be conducted must have a federal-wide assurance on file with the Office for Human Research Protections (OHRP) or a Memorandum of Understanding may be used instead of the federal-wide assurance.  See OHRP web site: http://ohrp.osophs,dhhs.gov/humansubjects/assurance/ass-intl.htm.

    14.   Internet research
Research on the Internet presents new concerns to issues of risk, consent, participation by

minors, and confidentiality.  Investigators must provide technical information on how they address these issues in their application to the IRB.

· Risk – two potential sources of harm to participants from Internet research include:  a) harm resulting from participation in the research (e.g. emotional reactions to certain questions), and b) harm resulting from breach of confidentiality.  Since there is generally no direct contact with participants in research through the Internet, it may be difficult or impossible to deal with participant reactions.  As a result, some sensitive research may not be appropriate for the Internet.  

· Consent – innocuous research on non-sensitive topics conducted over the Internet may not need documentation of consent (only the IRB can make that determination).  When a signed consent form is not required, researchers can use a “portal,” where participants must click on a consent page to get to the rest of the research.  Investigators can have participants download a consent form and mail it to the investigator.  At that time, the investigator could give the participant the password to access the study.  The researcher must indicate to the IRB how they plan to obtain consent from participants.

· Participation by minors – The IRB has the authority to waive the requirement for parental permission and where the research qualifies for such a waiver, no additional safeguards for minors are needed.  Either minors can participate without permission or a simple statement in the consent form that the participant is 18 or over is sufficient.  Where parental permission is required, researchers can use passwords as above.  To screen out minors completely, researchers can use Internet Monitoring Software.  But since no system can guarantee that minors are not participants, some research may not be appropriate for the Internet.

· Confidentiality – some extremely sensitive research may not be appropriate for the Internet.  Researchers need to address how they intend to assure confidentiality.  Data transmitted via e-mail cannot be anonymous without the use of additional steps.  The researcher must use an “anonymizer” – a third-party site which strips off the sender’s e-mail address.  Data submitted over the Web can only be anonymous if software is used to store the information directly in a database without identifiers; otherwise identifiers are attached to the data.  Web servers automatically store personal information about visitors to a web site, and others can access that information.

When a research project is conducted over the Internet, the following statement must be placed in the introduction of the study;  “This project has been approved by the SUNY College at Brockport’s Institutional Review Board.  Approval of this project only signifies that the procedures adequately protect the rights and welfare of the participants.  Please note that absolute confidentiality cannot be guaranteed due to the limited protections of Internet access.”
· Three types of research-related activities involve the use of the Internet:

1) Recruiting participants over the Internet.  The IRB needs to review information to be presented to participants.  Not only does the IRB need to review the text of the recruitment script, but it also has to examine the context in which the recruitment takes place (e.g. posting a message on a newsgroup or creating a web site to recruit participants). 

2) Observation of Internet activity.  This usually involves gathering information about the use of the Internet and/or recording user information or comments. Examples include: participant observation of an on-line discussion group, using “cookies” to track web sites visited, or asking visitors to a web site to provide demographic information.  The human participants issues involve consent/disclosure issues.  Researchers need to indicate to the IRB how they intend to obtain the participant’s consent to use this information for research.  Investigators must disclose their role as a researcher to the group participants.

3) Gathering data on the Internet.  This presents the most serious concerns due to the potential limits of confidentiality.  The investigator need to indicate how the participant’s consent will be obtained and confidentiality protected.

15. Oral history research
Investigators must conduct their research ethically, and a in a manner that provides fully informed consent, respects the well being and safety of their participants, and protects rights to privacy. Oral history activities such as open ended interviews that ONLY document a specific historical event or the experiences of individuals without the intent to draw conclusions or generalize findings would NOT constitute “research” as defined by HHS regulations.  However, systematic investigations involving open-ended interviews that are designed to develop or contribute to generalizable knowledge WOULD constitute “research” as defined by HHS regulations and do require review by the IRB.  Please contact the IRB administrator with specific situations if you are unclear.  

      16. Paying human participants
Payment to research participants may be made as an incentive to participate.  The payment must never be so large that a potential participant feels he/she cannot afford not to participate.  Payment should not be considered the “benefit” of the study, but rather a “reimbursement” for volunteering their time.  All participants must be provided equal payment and/or equal opportunity for rewards.  Recruitment publicity may mention but not emphasize the payment.  The IRB must determine whether the nature, amount and method of payment are appropriate and do not constitute undue inducement for participation.

    The consent form must include the following statement:

· clearly describe cash or check payments in dollar amounts

· clearly describe the method of payment and/or pro-rating of payment for certain portions of research participation

· if over $600 per calendar year is possible, include the following statement:

“By accepting payment for participating in this research, certain identifying information about you may be made available to professional auditors to satisfy federal and state reporting requirements, but confidentiality will be preserved.  Please note that if you earn over $600 per calendar year as a research subject, these earning will be reported to the Internal Revenue Service.”

                           If payments exceed $600 per calendar year the IRB requires the Research 

                           Foundation of SUNY report these payments annually to the IRS.  Identifying 

                           information (name, address and social security number) must be reported by 

                           law.  

17. Deception in research
Sometimes research designs require that information deliberately be withheld from participants or false information be provided to them.  There should be scientifically justifiable reasons for doing this.  These circumstances involve a breach of the concept of informed consent.  Therefore, certain criteria must be met before such research can take place.

· All research involving deception must be reviewed as a Category 3 full review.

· Deception cannot be used in any study where there is risk to participants or where the deception itself would create risk.

· In general, no information can be withheld from participants that could significantly affect their decision to participate.  When the deception involves a falsehood told, no information can be provided to participants that would have a harmful effect on them if the statement were believed.  Since there is no informed consent in research involving deception, the terms “Informed Consent” or “Consent Form” should not be used.  However, participants still need to be informed about the nature of the research in a way that does not invalidate the data.  One possibility is to provide the participants with a “Participant Information Sheet” which contains the necessary information.  Participants must be provided with sufficient information for them to decide whether to participate and must be allowed to withdraw at any time without penalty.

· All participants must be debriefed regarding the true nature of the research after their participation (see points to include on the debriefing form below).

· Keep deception to a minimum and provide as much information as you can to the participants while still accomplishing your research goals.  The investigator must inform participants about the true purpose of the research.  

· The debriefing form should:

1. explain all the truths not revealed and all falsehoods told to participants; 

2. address the reasons the deceptions were necessary;

3. reassure participants that their reactions to the deceptions were normal;

4. indicate to participants that they can still withdraw their data at this time.

· Care should be taken in the debriefing process to protect the well being of the participants. 

1. A written text of the explanation must be submitted to the IRB.  This text can serve as the basis for conducting the debriefing.  The debriefing should always be a dialogue.

2. Those conducting the debriefing should be trained to elicit and respond to subject concerns.

3. Information should not be provided that might damage participant’s self-esteem or hurt their feelings.

4. The use of highly evaluative terms (e.g. “We tricked you.”  Or “We lied to you.”) should be avoided in explaining deception to the participants.

18.  Secondary analysis of existing data

“Existing” data is defined as information already collected at the time the research

is initiated.  When submitting a proposal for approval of secondary analysis of existing

data under a Category 1 review, the following information should be provided:

· name of data set previously obtained

· where the data was obtained

· if the data is publicly available or if permission must be obtained

· documentation of permission to use the data (if applicable)

· explanation if there are any identifiers/links to identifying information (i.e. not only names, but demographic characteristics can be identifiers).  Anonymous data means that no one can link the data to individual participants, and

· procedures for storage and disposal of data (to maintain confidentiality).

19.  Taping (audio/visual) of participants

If a research project includes either audio or video taping, the research must provide the 

following information in their project description:

· type of taping

· procedures for taping;

· how and when will tapes be stored and disposed of (to maintain confidentiality);

· the consent form must include information on the taping such as: a) what/who is being taped; b) how confidentiality will be maintained; c) what will be done with the tapes at the end of the study; d) who will have access to the tapes;

· a separate signature line for permission to tape should be used if the participant can agree to participate in the study without being taped.  (If the researcher doesn’t want to include anyone who doesn’t wish to be taped, then a single signature line is sufficient, however, all taping information must be included in the consent text);

· include procedures for those who wish not to be taped (e.g., in a classroom setting).

     20.   Suspension or termination of IRB approval

The IRB has the authority to suspend or terminate approval of research that is not

being conducted in accordance with the IRB’s requirements or that has been associated with unexpected serious harm to participants.  Any suspension or termination of approval shall include a statement of the reasons for the IRB’s action and shall be reported within 2 business days to the investigator, faculty supervisor if a student, Department Chair and Dean, Provost, and any governing institution (such as a funding agency or OHRP).  Every investigator will be given the opportunity to respond to the IRB and will be invited to the IRB meeting to discuss the study.

Reports of violations to IRB approved processes will be brought to the IRB at a convened meeting.  The IRB Chair and/or IRB Administrator and at least one other IRB member will constitute a subcommittee to investigate and report to the full IRB and those listed above.

21.  Collaborative research/ research conducted on campus by non-SUNY Brockport

       researchers 
       If you are working in collaboration with another institution/organization that is   

       “engaged” in your research, the second institution/organization must have an assurance 

       filed with the federal government, and have obtained its own IRB or in some cases, a 

       memorandum of understanding between the two sites must be obtained.  “Engaged” 

       means that the collaborating site will be assisting in conducting the research, such as 

       recruiting participants, obtaining consent, conducting interviews, or analyzing 

       identifiable data.  

      If a researcher is using another site for their research (example school district or social 

      service agency) this is considered a performance site and not a collaboration site.  A 

      performance site does not need an assurance.  Yet written permission to conduct the    

      research at the site must be obtained and provided to the IRB.

    Researchers wishing to conduct research at SUNY Brockport who have already

    obtained written approval from their institution’s IRB do not have to apply to the

    SUNY Brockport’s IRB for approval.  However, they must provide the IRB 
    Administrator with a copy of their complete application to their IRB and a 
    copy of the approval letter from their IRB prior to beginning research.
   22.  Prisoners in research projects

    Federal regulations require additional safeguards for research involving

    prisoners because of the constraints of incarceration may affect the prisoners’

    ability to make a truly voluntary and uncoerced decision to participate. (Federal

    regulation 45 CFR 46 Subpart C).  All research involving prisoners requires

    a Category 3 (full) review.

    Federal regulations define a “prisoner” as “... any individual involuntarily confined or

    detained in a penal institution.  The term is intended to encompass individuals 

    sentenced to such an institution under a criminal or civil statute.   Individuals detained

    in other facilities by virtue of statutes or commitment procedures which provide

    alternatives to criminal prosecution or incarceration in a penal institution, and individuals

    detained pending arraignment, trial or sentencing.”

    For purposes of the IRB this would include, individuals held in a prison, county

    penitentiary, county or city jail, court, detention facility, hospital prison ward, police

    lockup, halfway house, juvenile secure and/or non-secure detention facility, and

    juvenile residential placement facility, as well as those committed to a host of

    alternative settings, such as day reporting facilities,  youth courts and drug courts.

    Permitted research – according to federal regulations, research can be conducted

    using prisoners, only if the proposed research involves the following:

· “A study of possible causes, effects, and processes of incarceration, and of

criminal behavior...,”

· “Study of prisons as institutional structures or of prisoners as incarcerated

persons....,”

· “Research on conditions particularly affecting prisoners as a class (for example

vaccine trial and other research on hepatitis which is much more prevalent in

prisons than elsewhere; and research on social and psychological problems such

as alcoholism, drug addiction, and sexual assaults)...,” or

· “Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject...”

            Review procedures – federal regulations require that the IRB consider several additional 

            factors beyond its normal review process when the research involves prisoners as 

            participants.  For example, the IRB must be satisfied that:

· “any possible advantages to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunities of earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired,”

· “The risks involved in the research are commensurate with the risks that would be accepted by non-prisoner volunteers,”

· “Procedures for the selection of participants within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or other prisoners...,”

· “The information is presented in language which is understandable to the subject population,”

· “Adequate assurances exists that the parole boards will not take into account a prisoner’s participation in the research in making decisions regarding parole,” and

· “Adequate provision has been made for any follow-up examination or care of participants, given varying lengths of prisoners’ sentences.”

           Issues related to consent – in a closed institution such as a prison, there may be 

           extraordinary interpersonal pressures that intrude into the decision regarding whether

           or not to participate as a subject in research.  This may be particularly evident in group

           situations and classroom environments.  Whenever possible, prisoners should be given

           the opportunity to reflect on the decision to participate in private.

           On occasion, research will be situated in a prison classroom setting assuring the

           structured program segment for the day.  A prisoner who elects not to participate

           in such research should be offered an alternative program for the time in question

           to minimize coercion.

           Some prisoners may feel they will lose privileges or be punished if they choose not

           to participate in research; others may hope for favorable treatment or early release

           if they do participate.  Prisoners must be assured that they will be neither punished nor

           rewarded for their participation, and that they can discontinue their participation at any

           time without an institutional penalty.

           Many adult prisoners are deficient readers, many have an incomplete formal education,

           and many speak English poorly or not at all.  Researchers must use necessary measures

           to assure that these populations clearly understand the nature of the research and

           its potential risks.

             Issues related to confidentiality – special care should be taken to avoid requesting 

             information in a group setting that could jeopardize the safety of individual prisoners.

             In the collection of research data, special care should be taken to assure that 

             confidential materials do not come into possession of prison administrators, guards

             and correctional officers or other prisoners.  

             Prisoners are much more likely than other populations to be associated with sensitive

             data.  This could include for example, involvement in illegal activity, and HIV/AIDS.

             Appropriate safeguards are necessary regarding the collection, storage and destruction

             of such information.

             Issues related to content – researchers must be aware that research into certain

             topical areas within the institutional setting can be potentially dangerous for

             participants.  For example, the mere act of interviewing a prisoner about sensitive

             topics such as gang activity, contraband, and prison prostitution may inadvertently

             label the participant as an informant.  Great care must be taken to balance the research

             against protection of the prisoner as a participant.

             The risk of suicide is an ever-present concern in the penal environment.  The researcher

             must assure that debriefing is available whenever the subject is questioned about

             sensitive topics that could evoke self-injury once the prisoner has returned to the privacy

             of his or her cell.
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