Institutional Review Board for

Research on Human Subjects

(IRB)

Application for Projects with Human Participants

Instructions for Completion:

1. Please answer questions fully. Do not answer any questions with N/A.

2. Please complete and include the attached, REQUIRED checklist with your application.

3. Do NOT complete this application form for an anonymous survey.  The application for an anonymous survey may be submitted at any time and can be found at: https://www.clarku.edu/offices/sponsored-programs-and-research/irb-human-subjects/proposal-application/
4. Please review the sample proposals, sample consent form, and sample recruitment statement for assistance with your application.  These can also be found at: https://www.clarku.edu/offices/sponsored-programs-and-research/irb-human-subjects/example-forms-and-protocols/  
5. For international studies to be conducted by students, submit with your application a letter from a local sponsoring institution certifying they have reviewed the research from the perspective of (a) safety for the student, and (b) applicable human subjects regulations in that country, and that they find it reasonable to proceed. If sponsor letters are not received by the submission deadline, investigators are encouraged submit their application for IRB review. Sponsor letters will become a condition or stipulation of approval.  If you do not have a sponsoring institution in the (non-US) country where your research will occur, you must explain how you will ensure that this research will be safe for the researcher and/or why you believe that it will be safe. You must also verify that your proposed work complies with all applicable human subjects regulations in that country. 

6. If the research is taking place using a foreign language or you will be recruiting non-English speakers, consent form(s) need to be submitted in that language as well as in English.
7. Please submit with your application the following: 
A.  Copies of permission letters from schools/agencies/organizations at which you will be conducting research. If permission letters are not received by the submission deadline, investigators are encouraged to submit their application for IRB review. (Permission letters will become a condition or stipulation of approval.)
B. Copy of your CITI training certificate of completion.  The link to the training can be found at https://ww2.clarku.edu/offices/research/compliance/nsf-responsible-conduct-of-research-requirement.cfm 
8. All student proposals must be read and approved by the faculty advisor. Students are responsible for asking advisors to send an email of support to the humansubjects@clarku.edu address by the deadline date.
Instructions for Submission:

When you have completed the application form, save it and submit to the Office of Sponsored Programs and Research, via email to humansubjects@clarku.edu. REQUIRED: The application, checklist, consent form(s), study instruments and other attachments must be merged and sent to the IRB as ONE document or pdf.
If you are using standard questionnaires or attachments that have been approved by the Committee in the recent past, you need only identify the name of the attachment and state that it has been approved for use previously by the Committee

Application form begins on next page.

Personal/Project Information
	
	
	

	Researcher’s Name:
	
	

	Advisor:
	
	(Students Only: Your advisor MUST read and approve your study prior to submission, and they MUST email such approval to the Office of Sponsored Programs and Research prior to the submission deadline.)


	Dept./Box Address:
	
	

	Title of Research Project:
	
	

	Grant Agency:
	
	(if applicable)



Survey Information
1.  The Nature of Your Subjects:

[Briefly describe the nature of your project and its purpose and also describe your subjects (e.g., children, college students, patients in a medical hospital, etc.). Mention any special physical or psychological characteristics defining the subject population. Describe any inclusion or exclusion criteria for subjects, as well as the number of subjects to be enrolled. Please note any circumstances that may compromise a person's ability to consent such as age or mental handicap.]
2.   Identification of Subjects:

[Subjects must freely volunteer to participate. No coercion, implicit or otherwise, is permitted. Describe how potential subjects will be identified and approached (e.g., in class, door to door solicitation, through an ad, etc.). If the contact will be made in person, provide the statement that will be made orally to the potential subject(s). If the contact will be made in writing, submit a copy of the written communication text with this application.]
Sample recruiting text:
(replace areas in yellow with information applicable to your project)
My name is ________ and I am a ___________ student/professor conducting a study in the _______ Department at Clark University on ____________.
We are looking for volunteers who will be asked to __________________. It will take approximately ______minutes/hours of your time. Participation is voluntary.  You may decline to answer any question [or do any task] that you do not wish to answer [or do], and if you wish to drop out of the study at any time, you are free to do so. Your answers will be kept fully confidential [or anonymous]. If you are recruited in a class or laboratory, your participation or nonparticipation in this study will have no effect on your standing in the class or at Clark.
My contact information is: name , phone number, email. My research supervisor’s contact information is: name and affiliation with Clark University, phone number, email
3.  Study Procedures:

[Outline all study procedures in sufficient detail to permit the Committee's assessment of potential psychological or physical implications (e.g. length of experiment, possible deception, physical or psychological discomfort). Attach a copy of any questionnaire or written test to be used in the study. For interviews, provide a copy of the interview questions to be used.  Some research may be exempted, upon review, from IRB review. A list of possible exempted research is available on this web page link.  If you state that the study is "minimal risk", please explain why (i.e. subject matter covered, the way responses are gathered, etc.)]
4.  Subjects Rights: 

What are the procedures for safeguarding the subjects' rights with respect to the following during research:

a) security of person including physical, psychological, legal or social risk. If either is possible, indicate available safeguarding measures including termination of procedure or psychological counseling availability,

b) If confidentiality is required or has been assured, specify who will have access to the data, security of storage of data (state where it will be kept such as locked file cabinet in advisor's office, password protected computer), how the data will be numerically coded to assure confidentiality and how results will be reported. Please also describe any procedures for data de-identification, sharing and potential future use of the data.
c) If the projects' procedure has changed the participant in any way (e.g. opinions, beliefs, attitudes, emotions) indicate if debriefing is necessary or not in your project and if so, describe how it will be done.  Please justify your answer.

5.  Consent Procedure and Form:

Describe your consent/assent procedures and forms in detail. Guidelines for consent forms and examples may be found at https://www.clarku.edu/offices/sponsored-programs-and-research/irb-human-subjects/example-forms-and-protocols/.

This section must describe (a) the procedures you will be using to obtain consent, (b) whether any waivers or alterations of informed consent are requested (e.g., deception) and the justification for doing so, (c) how consent will be documented, and (d) all consent/assent forms and documents.
Since investigators not only have to make sure to give accurate and sufficient information to obtain informed consent, but also that the subjects understand the information given, please specify the following responses for participant's rights in a Consent Form (submit a FULL copy to the Committee. Note that the consent form should include the Clark logo. This should be in written form in most instances but can sometimes be given orally, i.e. see h below) or electronically (with an electronic signature or an “I AGREE” button). In the case of oral consent, the full text of the consent form must be read to the potential subject. A COPY OF THE STAMPED CONSENT FORM SHOULD BE GIVEN TO EACH PERSON WHO CONSENTS TO PARTICIPATE.  
This is perhaps the most important part of your application.  Please follow the sample consent forms and guidelines on the IRB website, and include all information necessary. This includes a full explanation of procedures for maintaining confidentiality. 
A separate consent form MUST be created for each type of interaction with subjects (e.g. survey, focus group, interview) used. All survey research must be approved by the IRB.]
6.  Program Necessity:

If the design of the study/program prevents full explanation of the nature of the study and/or procedures of the study, if deceit is involved, or if the nature of the study prevents written informed consent, then briefly explain why this is necessary to accomplish your research goal.  Please justify your answer.  Why is deceit involved and what is your debriefing script?  Written informed consent is required unless there is a good reason for oral consent (i.e. foreign research where participants would be at risk if signing something).   Do not respond with NA (not applicable); but state that no deceit is involved and that written consent will be obtained or explain the reason for oral consent.

7.  Risks and Benefits
Please describe the risks and benefits of the project. Your description of benefits should distinguish between benefits to the subject and benefits to society in general (including benefits of added knowledge). 

Describe any anticipated risks or harms to the subject (e.g., physical, psychological, social, legal, economic, or other). Assess their probability and magnitude (seriousness).  Is your study minimal risk (a minimal risk study is defined as one that involves no risks that are greater than subjects would normally encounter in their day-to-day life)? Please justify your answer whether or not you feel there is risk (e.g. no risk if no personal or political value to study; subject matter is innocuous, etc.) Do not respond with just “no risk”.
CHECKLIST FOR PROPOSAL SUBMISSIONS TO THE IRB (HUMAN SUBJECTS COMMITTEE)

To avoid delays in the approval of your application:

1. Be sure to answer all questions fully in the application.

AND

2. Review your application to ensure it includes these checklist items.  

        Check-off the items in this list or mark N/A if not applicable.

AND

3. Be sure to provide a separate consent form for each type of interaction with subjects (survey, focus group, interview) used.

This Form Must Be Included with Your Application

Consent Form
 – Includes:

____
Name(s) of Researcher(s), email address(es), phone number(s) - include international dialing codes where 
appropriate
____
Advisor’s name, title, and department, email address(es), phone number(s) - include international dialing codes 
where appropriate
____
Reference to your affiliation with Clark University

____
For projects involving a foreign language, a statement that the researcher is proficient in the language and 
dialects of the participants, and if not, a statement that an interpreter will be used

____
For projects involving a foreign language, a translated version of the consent form

____
Brief description of the purpose of the study and the tasks involved

____
Approximate duration of participation

____
Any foreseeable risks/discomforts and/or expected benefits to participant or others

____
Statement that participation is voluntary and may be withdrawn without penalty at any time for 
any reason

____
Statement that participants may choose to not answer any question that they wish not to answer

____
For focus groups, an explanation of how a focus group works (the number and composition of participants), informal discussion format, whether or not focus group discussion will be recorded

Procedures for ensuring confidentiality (explanation of coding, storage, and disposal of data):

_____
Data will not contain any names or pseudonyms, only code numbers


_____
Data and identifying information, such as consent forms, will be stored separately from each other


_____
Data will be stored in locked storage on Clark campus accessible only to researchers.  Undergraduates 
must store data with faculty advisors

_____
Electronic data will be stored on a password-protected computer accessible only to researchers.

_____
Date and method of final disposal of any audio or video recordings, or a statement that recordings will be kept indefinitely

_____
Statement that when photographs are taken, researchers cannot guarantee confidentiality of participant data

_____
Statement that when focus groups are used, there is an inherent risk of violation of confidentiality.  Participants should be advised not to share the details of the discussion outside of the focus group session
_____
Statement that when Skype or similar technologies are used for interviews, there will be a provision for ensuring that the user name will not be associated with the data. Statement that if recorded, only the audio portion will be stored
____
Where potentially necessary, a list of counseling/support resource(s) phone numbers and addresses for participants 

____
Statement of Assent for participants ages 7 through 17 (separate consent form must be addressed to parents/guardians in this circumstance)

____
Statement that participants will be given a copy of the consent form

____
Line for the participant’s printed name

____  
The statement:   “This study has been approved by the Clark Committee for the Rights of Human Participants in Research and Training Programs (IRB). Any questions about human rights issues should be directed to the IRB Chair, Robert Johnston (508)751-4619.”

Other Attachments – 
_____    Copy of your CITI Training Certificate of Completion
Include the following where relevant to your study:

_____
Recruiting Script(s) (oral script, telephone script, email script, flyer, etc.) which includes the following information:

· Researcher’s name

· Advisor’s name and department 

· Reference to affiliation with Clark University 

· Brief description of the task(s)

· Approximate duration of participation

· Statement that participation is voluntary and may be withdrawn at any time without penalty

· Contact information of researchers

· A statement that if participants are recruited in a class, their participation or non-participation will have no effect on their standing in class

_____
Questionnaires, Surveys (hard copy and URL for on-line surveys) and/or Interview Protocols

_____
Written permissions from schools, agencies, organizations, etc. at which research will be conducted. (If the permission letter is not received by the application deadline, the investigator is encouraged to submit the application for IRB review. The permission letter will become a condition or stipulation of approval.)
_____
Text of debriefing statement when deception is involved in the study

_____
For research being conducted in a foreign country by a student, provide a letter from a local sponsoring institution certifying they have reviewed the research from the perspective of safety for the student and they find it reasonable to proceed. (If the sponsor letter is not received by the application deadline, the investigator is encouraged to submit the application for IRB review. The sponsor letter will become a condition or stipulation of approval.)
� Not required for Anonymous Surveys.  See �HYPERLINK "http://www.clarku.edu/offices/research/compliance/humsubj"�http://www.clarku.edu/offices/research/compliance/humsubj� for sample consent form.





Page 7 of 8

