SUBMITTING 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 signed by 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 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. 

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 signed by the school superintendent or principal. If the research is to be conducted in a business or other organization, please attach a letter of permission signed by 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. IRB meeting dates will be posted on the website by semester. You may 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 Kim Remley at kremley@brockport or 585-395-2523 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.



A sample of a Category III submission can be found on the IRB homepage under the IRB Forms tab.
THE COLLEGE AT 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, The College at 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)
Brockport e-mail address: 							
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
	Siguature of Department Head or Designee
	Date


____________________________________________________________________
2/12



B. Project Description 
Provide typed answers to items 1-16 

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. What gap in the research does the project address? Selected study design should allow researcher to fulfill research purpose. Measures should align with stated research purpose. 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 and returned, 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. Maximum number of and the relevant characteristics of subjects. Will results be reported in aggregate form? If not, please describe how results will be reported.
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. Explain recruitment procedures and provide a recruitment script, letter, or e-mail announcement.
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). If data sources will be linked explain why and protection of the master list. 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. State purpose of the study and that the project is a “research study”. Indicate affiliation with the College at Brockport, SUNY and include the department.  State that the research study is a degree requirement. Possible benefits and risks should be addressed. Time to complete the study is a risk and should be noted. Confidentiality cannot be guaranteed, but protected. If participants will have face to face interviews or be audio or videotaped, then additional signed consent forms are needed. Include statement of “I am 18 years or older…” for all adult consent forms. Include the names, email and phone numbers of both the principal investigator(s) and research advisor.
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 Kim Remley at kremley@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)

IRB Risk and Benefits Proposal Checklist
(Used by Student Research Investigator(s) to evaluate each proposal)

Project Description:  
_____	States purpose and foundation of the research, listing research references. 
_____	States how the proposed study is beneficial to new knowledge/why is the research important. 
_____ 	Purpose is restated in the informed consent for potential participants to know the anticipated value of the research study. 
_____  	Methods for data collection should be consistent throughout the proposal and the informed
              consent regarding questionnaire/survey, interview, audio taping, videotaping, observations, use of  
              materials already required for classroom work, etc. 
_____ 	Written permission to conduct research off campus is on agency letterhead and signed by an employee who has authority to give permission. (Permission is needed from an organization, business, school, etc. to recruit participants from its membership, conduct surveys on its premise, etc. See pgs. 21 & 60 of IRB guidelines for additional information.)
Research Instruments: 
_____	Provides information on the benefits and risk of the research instruments, including  reliable, valid, and if used previously  (Note: When using published or unpublished evaluation or measurement tools, surveys, etc. the source should always be cited on each page of the tool in addition to citing the source in the proposal. Permission forms to use tools should be attached to the proposal whenever it is required to obtain such permission.) 
_____	Cite sources on each page of research instruments and research procedures, if not self-designed.
_____	If research instruments are part of normal educational curricula, note that clearly and list source as district curricula. 
Informed Consent Forms: (Please see pgs. 12,  29-34, & 54 of IRB guidelines for additional information.)
_____	States purpose of study and that the project is a “research study.” 
_____   	Indicate affiliated with SUNY Brockport and include the Department.
_____  	Possible benefits and risks are addressed (Note: Fatigue and time to complete research instruments can be minor risks.).
_____  	If participants will have face to face interviews or be audio or videotaped, then additional signed consent forms are needed. (See pgs.54 & 81 of IRB guidelines for additional information.). 
_____    Includes statement of “ I am 18 years or older. . .” for all adult consent forms.
_____    Includes the names, email, & phone numbers of both the principal investigator(s) and research 
advisor. In situations where a referral may be made due to the nature of the research study, complete information should be given on the referral process. (See pg. 54 of IRB guidelines for additional information.). 
_____ 	Investigator waives signed consent (if applicable). (See pgs. 21 of IRB guidelines for additional information.). 
Note: If children are part of the research, then both parent consent letters and child assents should be developed. Child form must be in understandable language for minors and contain age, grade and classroom information that is relevant to the research study.
Participants’ Selection:
_____ 	Selection of participants is equitable.
_____ 	List procedures for how participants will be recruited and selected.
______	The stated number of potential participants should be listed and consistent with all parts of the
               proposal, informed consent, cover letters, etc.
______  	Addresses special populations (if applicable). (See pg. 21 of IRB guidelines for additional information.). 
Privacy/Confidentiality:
______ 	Explains how identity data is protected.
______  	Confidentiality issues addressed and explained for participants.
_____	Monitoring of data is explained.


Overall:
_____   	Proofread and corrected proposal, informed consent, and/or questionnaire
_____   	Checked for consistency between the proposal, hypothesis, informed consent, and data collection instrument.
_____    Researcher’s certificate of training is attached, along with those of research assistant(s) if 
applicable. (Please note that is your responsibility to attach the certificate. Delays will result if the IRB office has to look up and verify your completion of the training. See pgs. 8-9 of IRB guidelines for additional information)


The above guidelines are mandated by federal guidelines. I understand that attention to the above details is critical for the protection of human subjects. Failure to include the relevant information will result in delays for approval. I have reviewed my research proposal and attest to my ability to protect human subjects from harm. 

Student Research Investigator’s Signature: __________________________	Date: _______________




I have reviewed and approve the attached research proposal. (See pg 75 of IRB guidelines for additional information for research advisors). 

Research Advisor’s Signature: ____________________________________	Date: _______________


