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HOW DO I APPLY FOR A PROJECT REVIEW?
The following includes an application form.  It is a Word document, in table format.  Do not submit attachments to answer the questions in the application. (Attachments are additional materials requested in the application form.)  Simply replace the instruction text in each box with your own project-specific information.  If you have questions call Dr. Susan C. Cloninger, Chair, TSCIRB at 518-244-2071 or email her at clonis@sage.edu or contact any other IRB member.  (See our Website at www.sage.edu/sgs/research/irb for names of Board members.)

INSTRUCTIONS FOR COMPLETION OF THE APPLICATION FOR PROJECT REVIEW

Send the completed application form with all required attachments (including human participants certifications, surveys, tests, consent forms, cover letters, agency permissions letters, etc.) by email to sageirb@sage.edu.  The application form and all additional materials must be sent as a single attachment to your email.  The attachment must have the IRB number as a part of the file name. In addition, the subject of the email must also contain the IRB number. This email must be cc’d to the Principal Investigator(s) if it is submitted by a student. It should, in all cases, also be cc’d to all student investigator(s), except that if the list of students is extremely long, one or a few may be designated to receive it on behalf of the group. (In other words, the cc: line must contain all PIs and students that are not included in the “From” address of the e-mail. This list will be used in future communications from the IRB, so take care that it is complete and accurate.) 

The IRB will approve, approve conditionally, or not approve the project. If approved conditionally, you will be asked to provide additional information to respond to the concerns identified. You may be asked to resubmit the entire application or simply respond to specific issues raised. You will be given instructions as to how to respond. If the IRB requests additional information, you must respond within one month or the project will be withdrawn.  You may request an extension, if needed. If the project is not approved, you may request that the IRB reconsider its decision. Projects that are approved are approved for one year only.

FINAL REPORT/ANNUAL REPORT

Projects judged to contain No Risk do not require a final report or an annual report.  Those involving Minimal Risk or Risk require a final report.  This report indicates that the project is finished and identifies any problems regarding the subjects’ participation that were encountered in the study.  If the project continues longer than a year (from the anniversary of IRB approval), an annual report including a request for continuation is required (before the anniversary of IRB approval).  This report summarizes progress to date and identifies any problems regarding human subjects’ participation that were encountered in the study to date. Projects lasting more than 3 years must be resubmitted for approval. If either or both of these reports are required (as indicated in your formal approval letter), submit your report(s) using the Final Report/Annual Report form found on our website.  Reports must contain original signatures of the Principal Investigator(s) and Student Investigator(s). Send an electronic copy to sageirb@sage.edu with the IRB Number and the Title of the Report in the subject, and also in the name of the attached file. In addition, send a printed copy to the IRB office.
The Sage Colleges Institutional Review Board 

Check Sheet for Application Submission

Please use the following check list to be sure your application includes all relevant documentation. Incomplete applications will not be reviewed. 

An application submitted to the IRB should contain the following:

· A completed application form
· Signatures of all Principal Investigator(s) and Student Investigator(s)
· Certification of human participants research competency for all researchers and all others involved in collecting data or working with confidential data
· A cover letter or script to participants

· A copy of survey or interview questions (if any)

· Written permission to use any copyrighted materials (if any)

· Agency permission(s), including IRB approval (if any)

· Participants’ informed consent form (if required). [Note that only the form should be included. You must not contact participants before obtaining IRB approval, and so your application should not have their signatures.}
· Participants’ debriefing form (if required)

Send one email copy to sageirb@sage.edu. Put the IRB application number in the subject heading. All materials must be attached to the email as a single Word document attachment, with the project number as part of the file name.  Include all materials, including agency permissions and certification of human participants research competency, in both the electronic and print copies of your application.
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To complete this application please read the IRB Guidelines for Principal Investigators 
available on our website: (http://www.sage.edu/sgs/research/irb/). 

For each item below, read the directions carefully, and then replace the instructions with your relevant project information. 

	IRB APPLICATION NUMBER:
	Call the IRB office (518-244-2264) to get an IRB number. You will need to give us the title of your project and the names of the principal investigator(s) and student investigator(s) at that time. Put that number in this space. 



	NEW OR REVISED  APPLICATION:
	Indicate whether this is a new application or a revision of an earlier application.

	DATE SUBMITTED:
	Write in the date that this new or revised application is being submitted to the IRB.

	1. Title of Project:
	Be as specific as possible in identifying the topic under investigation.

	2. Proposed Starting Date:
	Give your best estimate. Be sure to allow time for project review (two to four weeks or more for most reviews; six to eight weeks or more for projects involving special populations and/or more than minimal risk).  Be realistic.

	3. Funded By:
	Who is paying for the project? The researcher, department, college, outside source, or a grant?

	4. Researchers conducting this study include:

	a. Principal Investigator(s)
	Name those persons who have primary responsibility for the project. If not members of the Sage Community, identification of their affiliations should be included. For student projects (graduate or undergraduate), the faculty supervisor is the principal investigator.

	b. Student Investigator(s) if this is a student project
	Name the student(s) whose project this is.



	c. All others involved in collecting data or working with confidential data
	Any other person who has data collecting responsibility or will be working with confidential data must be listed. Persons who provide data for studies using existing records, but are not otherwise involved in the study, are not included here.

	5. Contact Information for study personnel.


	Please provide this information for all principal investigators and student investigators, if any. This includes phone numbers and email addresses (must be Sage email if you have one). This information should be complete enough to enable us to correspond during the semester as well as during times of breaks, fieldwork, student teaching, etc.

	6. Qualifications of the researchers:

	a. What qualifications does each of the researchers have to conduct this study?
	Specifically identify your background (courses and experience) relevant to the topic to be studied and background (courses and experience) relevant to the conduct of research. Information must be provided for all Principal Investigators, Student Investigators, and others involved in collecting data or working with confidential data.

	b. Attach certificate of competency regarding human participants research for each researcher whose certificate is NOT on file. (See Guidelines) 


	All researchers and others involved in collecting data or working with confidential data must demonstrate competency regarding ethical issues involved in research on human participants.  Acceptable certificates of competency may have been acquired from other institutions. Online courses are available to give you this competency. One such program, developed by the NIH, is recommended by our IRB. You can find a link to it on our website. Faculty may file one certification with the School of Health Sciences Office (sent separate from any project application) and thereafter simply state on the application that the certification is on file, giving the certification number and the date of certification. Student certificates are not kept on file, and so must always be submitted with each IRB Project application.  All certifications must have been acquired within 3 years of the date of the submission of the IRB application.

	c.    For each certification on file, put the name and date certification was obtained:
	For each certification on file put the date that the certification was obtained. (This applies only to faculty who have previously submitted their certifications to be kept on file, that is, separate from any particular IRB Project Application. Do not list certifications here if they have been supplied in the row above.)

	7. Description of Study:


	Provide a thorough description of the research question(s) for the project being considered and the purpose of the study.

	8. Participations in the project:

	a. Identify the population of participants. 
	From where will the participants be obtained? How many participants will be included in the study?

	b. Estimate the number of participants that will be included in the study.
	Estimate the number of participants you expect to study.

	c. Place an X in the box next to any of the following special populations involved in this study.
	(   ) Minors

(   ) Prisoners

(   ) Incompetent Persons

(   ) Mentally Disabled Persons



	d. Ages:
	Put age range in years.

	e. Sex of participants (check all that apply):

	Male (   )
Female (   )

	f. If there are females participants, can the study have any adverse effects on pregnancy?


	Yes (   )
No (   ) 
If yes, please explain:

	g. State how participants will be recruited and what remuneration they will receive.
	What kind of sample will this be (random, convenience)? How will participants be recruited? What compensation will they receive, if any? Compensation includes any kind of reward or enticement to participate.

	h. Attach (at the end of this application) the cover letter or script to the participants.
	This letter (or script if given orally) briefly describes the project, the nature of the person’s participation, any benefits or risks, and asks for the person’s participation.

	9. Research Methodology:

	a. What form will this observation take? Check all that apply:
	(   ) Survey


(   ) Experiment

(   ) Interview Group

(   ) Interview (Individual)

(   ) Existing Records 

(   ) Observation

(   ) Other (Explain):

	b. Describe the procedures involved in the collection or review of the data in sufficient detail so that the IRB can evaluate safety and risks to human participants.


	Describe the procedures used to make observations on the participants. The description should be complete enough that the reader could replicate the study. Attach copies of any materials (tests, interview questions, surveys, etc.) used in the study. If the material you are using is copyrighted, you must obtain written permission to use it. Submit the permission letter as an attachment at the end of this application. If you have devised the material yourself and so it is not copyrighted by others, say so. Describe in detail any equipment or apparatus used in the study. If the dependent measures cannot be defined, describe the nature of the interactions with the participants.

	c. Anonymity / Confidentiality.

1) If the participants’ responses are to be anonymous, explain the procedure you will follow so that participants’ responses are in fact anonymous

2) If the participants’ subjects’ responses are NOT anonymous, explain the procedure you will follow so that the responses will held in confidence.


	Is your study anonymous?   (  ) yes   (  ) no

If not anonymous, is your study confidential?   (  ) yes   (  ) no

An anonymous study is one in which no one, including the researcher, knows which responses belong to which participant. A confidential study is one in which the researcher knows the participant’s responses but refuses to disclose who did or said what. Whichever type of study is yours, you need to describe the procedures you will use so that the study is in fact either anonymous or confidential under either 9c(1) or 9c(2). Note that on-line surveys are not necessarily anonymous. You need to describe (in 9c(1) the procedures you will follow to make the survey anonymous.

	d. Data Safety & Reporting.
	Describe how data collected from participants will be stored (including how long data will be maintained) and in what ways will the data be shared (publications, presentations). Be specific as to the location and security of data storage, and who will have access to it. Describe when and how data will be destroyed, if that applies.

	10. Level of Review:


	a. Researcher’s classification of the Project (See Guidelines): 
(The IRB will make the final determination)
	(   ) No Risk

(   ) Minimal Risk

(   ) Risk

	b. If MINIMAL RISK or RISK, identify the potential risks:
	This description must be detailed and complete, and the risks identified should match your informed consent description to participants.

	11.  Informed Consent Form.  If any risks are identified in 10 above, you must submit an Informed Consent Form for approval.


	(   ) See attached

(   ) Not applicable 

All projects involving minimal risk or risk (as indicated in Item 10 above) require informed consent by the participant. Special consent procedures may be required if any participants come from a special population (Item 8b). Assent procedures should be described for populations (e.g., children) who cannot give consent, describing what would constitute evidence of assent, and of withdrawal of assent. Use the consent form found on our website. Directions for completion of this form are given there. Participants must be provided with two copies of this form, one to sign and return to the investigator and one to retain for their records. Consent of participants is obtained after the IRB approves your project, so your application contains blank forms, without signatures and without participant names.
On very rare occasions, federal regulations provide for informed consent to be waived. If you wish this. give your arguments for the waiver, supporting your argument with federal guidelines.



	12. Will deception (purposefully misleading participants as to the purpose of the study) be used?


	YES (   )
NO (   )



	If yes:

a. Describe the deception

b. Justify the use of deception

c. Explain how subjects will be debriefed as to the real purpose of the study

d. Attach a copy of the debriefing statement or script to the end of this Application


	If this is a deception study, you must explain what the deception is, why the use of deception is necessary, why it is justified (risk/benefit analysis), and how participants will be informed of the real purpose. Attach a copy of the written debriefing statement (or script if you will explain orally) at the end of this application. 

	13. List all other institutions co-operating in the project.  Attach written permission from each to your email application.


	If any other organization is involved in the project (because an investigator is a non-Sage person or because participants are obtained from a non-Sage source), it must be listed and written permission must be obtained from that organization. The letter must be on official letterhead, signed by the appropriate administrator, and with a legible print copy of the name. Include his/her title. You may submit your project for our IRB review while waiting for agency permission. If the other organizations have IRBs, our approval will be contingent on their approval. Their IRB approval must be in writing. These reviews are usually done simultaneously; differences between the reviews may have to be resolved.



	14. In addition, attach a copy of the survey or interview questions associated with your project. Be sure to obtain permission for copyrighted materials, and provide documentation of that permission to the IRB.
	(   ) See attached

(   ) Not applicable 

	15. The IRB requires original signatures to the application.


	No project will be reviewed without the signatures of all investigators.  Each investigator must sign for himself or herself.  Follow the directions on the Signature Page. If it is difficult, because of distance, to have all signatures on the same physical page, you may submit separate signature pages for individual researchers and compile them in your application. Original signatures (not copies) must be submitted on the print application submitted to the IRB office and should be scanned into the electronic email submission. 


Signature Page

IRB Number _____________________
(Use the format:  11-12-nnn. Be sure the last field contains 3 digits, including a leading zero if your project is numbered below 100 – for example, 11-12-023. not 11-12-23. Use this format in all email subject lines and in all attachment names, to avoid errors in our electronic searches.)

I (we) certify that:

a. I (we) have read this completed proposal, and the information provided for this project is accurate.

b. No other procedures will be used in this project.

c. Any modifications in this project will be submitted for approval prior to use.

d. The IRB will be notified immediately of any harm or injury suffered by participants while participating in the study or of any potential or emergency problems posing additional risks to participants.

e. If required by the IRB, a final report will be filed with the IRB with 90 days of completion of the project.

f. If the project will take longer than a year to complete, the researchers will file an annual report and request a continuation before the one-year anniversary of IRB approval.

________________________________________________  _    _________________
Signature of Principal Investigator/Faculty Advisor

Date

________________________________________________  _    

Please print name legibly (Principal Investigator)




________________________________________________  _    _________________
Signature of student (if student project)


Date

________________________________________________  _    

Please print name legibly (Student Investigator)



* Duplicate the above lines if there are more than one Principal Investigator and/or Student Investigator.
*Send this page with original signatures by hard copy, accompanying a hard copy of the full proposal, to

IRB Office c/o School of Health Sciences 

The Sage Colleges

65 First Street

Troy, NY 12180

(Note: To ensure that your proposal goes through our IRB office procedures for logging receipt, please do not include the name of the IRB Chair in the address. Doing so may result in delivery elsewhere than the IRB office, and will delay your application.)
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