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TIMELINE FOR IRB REVIEWtc "IMPORTANT NOTICE\: TIMELINE FOR ALL REVIEWS " \l 2
1.

During the academic year: A minimum of four weeks should be allowed for IRB consideration of any application.  Clarification and/or revision will increase the time needed for completion.

2.
Summer and vacations: Applications submitted during times when regular classes are not scheduled will be delayed.  These reviews may take from six to eight weeks to complete.

No proposal defense may be scheduled until the IRB process is completed.
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1.0  INTRODUCTION

The Ins
The Institute for Clinical Social Work is aware of and endorses both its professional ethical responsibility and the federal mandates to the safeguard the rights and welfare of human subjects in all research which fall under the auspices of the of the institution.  The Institute will implement this mandate to protect the community through its Institutional Review Board for the Protection of Human Subjects.

The I
The Institute will follow guidelines for ethical research adapted from those developed by the American Psychological Association in 2002 (http://www.apa.org/ethics/).  These legal, professional and institutional standards guiding all phases of the research endeavor include:

1. Planning research
2. Responsibility for welfare and dignity of participants
3. Compliance with law and standards

4. Institutional approval

5. Research responsibilities of all parties

6. Offering compensation or other rewards for participation
7. Deception in research

8. Informing participants of possible sharing of data

9. Providing participants with information about the study

10. Honoring commitments

11. Reporting of results

12. Plagiarism

13. Appropriate attribution and credit for the purpose of publication

14. Duplicate publication of data and findings
15. Sharing data with other researchers

The Institute regards any infringement of these procedures as a serious breach of professional standards.  The Institute’s willingness to defend researchers in litigation may depend on strict adherence to these procedures regarding IRB approval and continuing review.

2.0  INSTITUTIONAL REVIEW PROCESS AND APPROVAL
The Institute meets its federal mandates for protecting human subjects who are recruited from our community by mandating that all research involving human subjects must by reviewed and approved both initially and in an ongoing annual review by the formal IRB.

The review is meant to accomplish the following mandates:

1. The IRB must first evaluate the proposed research to evaluate whether or not the protocol involves risk to human subjects as defined by federal legislation, clinical standards and professional ethics.

2. If risk is involved, the IRB must evaluate whether the benefits both to the participants and to general knowledge outweigh the risk and justify asking the participants to agree to exposure to those risks.

3. When risk is involved, the IRB must also evaluate that the rights and welfare of the participants are adequately protected.  This is particularly important when the participants are to be recruited from a vulnerable population (i.e., minors, institutionalized, etc.).
4. The IRB must be certain that the informed consent procedures are understandable to all subjects, with modifications made when necessary to ensure that subjects of varying ages, education, primary languages or intelligence levels can give fully informed consent.

5. The IRB must evaluate all projects, at least annually, all projects that take more than one year to complete.  The IRB will comply with written procedures to determine which projects require evaluations or reviews more often than annually.

The Institutional Review Board will review proposals for all research involving human subjects conducted by students and faculty of the ICSW when such research is conducted under the auspices of the Institute.  

The Institutional Review Board shall be comprised of four ICSW affiliated members and one outside member, at least three will have a PhD and all are appointed by the Chief Academic Officer of ICSW.  One member shall be the chair.

3.0  PROCEDURES FOR SUBMITTING AN APPLICATION

3.1 Types of Submission

3.1.1  General Proposals
3.1.1.1  ICSW faculty and staff

Applications must be made by all faculty and staff who intend to utilize human subjects in research that they are planning to do under the auspices of the Institute for Clinical Social Work.
Each request for IRB review will address all of the areas outlined on the IRB Application Form (www.icsw.edu).  In addition to the credentials of the project personnel, this will include statements of the: 
1. Specific goals and objectives of the project.
2. Significance and context of the proposed work.
3. Need for and value of the project in relation to prior work in the field.

4. Study design.

5. Selection and recruitment of subjects, including informed consent procedures.
6. Risks and benefits of the research.
7. Data collection methodology and confidentiality of data. 
In addition, the primary investigator and faculty chair or faculty sponsor will give signed assurance that the application and the research described therein will be conducted in accordance with the legal, ethical and professional standards of practice as outlined.

Appendices will include copies of any interview schedule, all tests, questionnaires, inventories, consent/assent forms, and letters to participants as well as materials used to solicit participants.
3.1.1.2  Outside submissions tc "3.1.1.2  Outside submissions  " \l 2
In addition to the proposal requirements for faculty and staff listed under 3.1.1.1, research proposals from those who have no formal, current appointment to the Institute for Clinical Social Work must be sponsored by a member of the staff or faculty of the ICSW.  The relationship can be either collaborative or supervisory, but must be formalized by a joint submission of the request on the appropriate application form to the IRB for review.

3.1.2  Dissertations 
All doctoral students intending to do research involving use of human subjects must submit an application for IRB review as outlined for faculty and staff in 3.1.1 1.  No pilot data collection can begin nor can the proposal defense hearing be scheduled until the IRB approval is completed. 

1) Research proposals should be submitted first to the student’s Dissertation Committee for review of the academic merit and ethical issues of the proposal.  Upon completion of this initial informal review of the research proposal by the Committee, the student completes an IRB Application Form (see Section 5.1) and the Chair reviews and signs it. 
2) Application for IRB review must be submitted to the IRB before the proposal defense is scheduled.  
3) Documentation of each aspect of the research process must be included with the application:

(a) If applicable, include copies of any materials used in the recruitment of subjects. 
(b) Informed consent protocol and forms must include:

(i) Written consent/assent forms for each participant

(ii) Procedures for reading forms or describing contents or providing participants with adequate time to read and question contents of form

(iii) Assurances should be provided that participants are provided copy of the signed form.
(c) Include copies of all data collection tools such as interview schedules, tests or other forms to be completed by subjects or others related to the research.

(d) Original signed forms must be kept on file by researcher.

4) Annual Report forms (see Section 5.3) should be submitted to IRB no less than once a year.  The researcher will receive an Annual Report Form approximately 11 months after initial approval was received

5) Submission of injury reports and reports of unanticipated problems involving risks must be made to the Chair of the IRB or other designated responsible person as they occur in the most expeditious manner possible. Any delay in reporting or failure to report injury or unexpected negative consequences may result in the student being removed from the program and/or the project being stopped immediately.
6) A prompt report should be made whenever there is change in the research protocol.
7) The researcher and/or the Dissertation Committee Chair are independently responsible for reporting to the IRB by phone, if urgent or by email and/or other written report any noncompliance with agreed upon process for research.
Students should submit one electronic copy or two paper copies of the appropriate IRB Application Form (See 5.1) or the Request for IRB Review of Course-Related Research (See 5.2), following the same format as that for faculty and staff as outlined in section 3.1.1.1.  Each area of concern must be addressed: 
1. Specific goals and objectives of the project
2. Significance and context of the proposed work
3. Need for and value of the project in relation to prior work in the field
4. Study design
5. Selection and recruitment of subjects, including informed consent procedures
6. Risks and benefits of the research
7. Data collection methodology and confidentiality of data
Appendices will include copies of any interview schedule, all tests, questionnaires, inventories, consent/assent forms, and letters to participants as well as materials used to solicit participants.
See detailed explanations in the Proposal Outline Guidelines, Section 3.3.1, and/or the Informed Consent Guidelines, in Section 3.3.2.

3.1.3  Exempt Projects:
The following are exempt from IRB review:

1. Any course related projects that involve informational interviews where the person being interviewed is not a member of a vulnerable population and there is no risk to the person being interviewed. 

2. Any secondary analysis of publicly available data, such as census, health, lifestyle, public opinion, is not subject to IRB review. Research that exclusively makes use of existing data, documents, or records if the sources are publicly available and the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 
3.1.4  Course-Related Research 
Students could be involved in course related research at the Institute in two ways: 

1. They may be recruited as subjects in small research projects conducted by other faculty or other students for class projects; or,
2. The student may be asked to plan and complete their own research project involving human subjects.  
In either case, students conducting the research must submit a full application to the IRB for review before collecting any data. The faculty assigning this requirement will be responsible for supervising all such research projects.

3.1.3.1  Course related application
All students conducting course-related research should fill out the Request for IRB Review of Course-Related Research (See 5.2) and include it in a packet with all of the following:
1. Specific goals and objectives of the project.

2. Significance and context of the proposed work.

3. Need for and value of the project in relation to prior work in the field.

4. Study design.

5. Selection and recruitment of subjects, including informed consent procedures.

6. Risks and benefits of the research.

7. Data collection methodology and confidentiality of data.  
8. Appendices:  Include copies of all tests, questionnaires, inventories, consent/assent forms and letters to participants.

3.2  Submission Time Frame 
3.2.1  Initial Review
1. Once the appropriate IRB Application form is completed and signed by appropriate individuals three copies of the entire packet should be delivered to the Registrar at the ICSW; 200 N. Michigan Ave., Suite 407; Chicago, IL  60601-7202.

2. The Registrar will send copies of the complete application packet to IRB members in preparation for the next scheduled meeting.

3. The IRB Chair is responsible to notify IRB members when there is an application for IRB Review. Applications are reviewed typically within four to six weeks. 
4. If the IRB approves the application without question in all areas, a letter to this effect will be sent by the IRB Chair to principal researcher.

5. If the IRB does not approve the application, the required changes will be sent to the principal researcher by the Chair of the IRB in a letter.  

6. The author must resubmit the IRB revisions to be reviewed again with the Board members. 
3.2.2  Continuing Review tc "3.2.2  Continuing Review  " \l 2
Federal regulations and the Institute’s concern for the welfare of the community suggest that the IRB review research projects in a timely fashion.  This allows the IRB both to evaluate progress and to ensure that approved protocol is being followed.  As a result, no IRB approval is granted for a period of greater than one year.  

3.2.2.1 Annual Review
Shortly before the approval period is complete, the principal researcher will receive an Annual Review Form (See 5.3). This review will ask for a report of progress as well as any changes in the population or in the methods that affect human subjects.  If there have been changes the IRB may:

1. Suspend further data collection in the project until the changes have been reviewed and approved.  Data collection can then proceed. tc "Suspend further data collection in the project until the changes have been reviewed and approved.  Data collection can then proceed. " \l 2
2. Cancel approval once a review is complete.  When this occurs, no further data can be collected under the auspices of the Institute for Clinical Social Work. tc "Cancel approval once a review is complete.  When this occurs, no further data can be collected under the auspices of the Institute for Clinical Social Work. " \l 2
3.2.2.2
Oversight Responsibilities  

1.
The principal researcher is responsible for contacting the IRB immediately of any changes in research population or in research methods affecting human subjects.  All changes must be reviewed and approved before data collection can proceed.

2.
Any human subject violations that the researcher becomes aware of during the year must also be reported to the IRB immediately.  These include but are not limited to subject injury, or unforeseen problems with the protocol as approved.  The IRB will review these problems and respond to the research.  Data collection will be suspended during this procedural review.

3.
Because human subjects continue to be at risk in the areas of privacy and confidentiality after data collection is complete when results are being disseminated and published, IRB review will continue until no further project activity is planned.  

3.3  Submission Guidelines:
3.3.1 Proposal Outline Guidelinestc "3.3  Submission Guidelines 3.3  Submission Guidelines  " \l 2

tc "3.3.1  Proposal Outline Guidelines 3.3.1  Proposal Outline Guidelines  " \l 2
Each request for IRB review will address all of the areas outlined on the IRB Application Form (See 5.1).  In addition to the credentials of the project personnel and any additional attachments this will include statements of all the following: 

1. Specific goals and objectives of the project.

2. Significance and context of the proposed work.

3. Need for and value of the project in relation to prior work in the field.

4. Study design.

5. Selection and recruitment of subjects, including informed consent procedures.

6. Risks and benefits of the research.

7. Data collection methodology and confidentiality of data. 

3.3.2  Informed Consent/Assent Procedures 

According to regulations set forth by the Department of Health and Human Services, “informed consent” refers to the knowledgeable agreement of an individual or representative that there is the exercise of free choice to participate or not participate in the research without any undue inducement or any element of force, fraud, deceit, duress or other kinds of constraint or coercion. 
3.3.2.1  The principal researcher has responsibility for obtaining a properly executed consent document from each subject of a research activity.  One copy is provided to the subject and the principal researcher retains a copy.

3.3.2.2  There are several general topics which must be covered in every consent/assent form. These include:

1. 
An explanation, in plain English, of purpose of study, any procedures the participant will undergo and the identification of the researcher’s credentials.
2. 
Explanations of the possible long and short term discomforts and risks for participants.
3. 
Descriptions of benefits to participants.
4. 
Disclosures of appropriate alternative treatments if appropriate.
5.
Reassurances that participants' questions will be answered at any time. 
6. 
Instruction to participant that they can withdraw at any time without penalty.
7.
Reassurance of the confidentiality of data. 

8.

Procedures must include both a parents/guardians signed informed consent in addition    to a signed assent for all minor subjects over age 10.

3.3.3.3 Guidelines for developing consent and assent forms

Each project is unique and requires consents specific to that project. Of particular note in developing the consent:


1.

The following phrases should not be included in any forms as they have been found to be exculpatory language: I understand; without force, reward, or promise of reward; without duress, reward, or promise of reward.



2.
The language must be appropriate for the age range and capabilities of the study subjects.  Foreign language consent forms must be made available if the subject population has English as a second language.  These alternate forms should also be submitted.



3.
Current phone numbers and addresses of researchers and supervisors must be included.



4.
The title of project may be restated in language that is more readily understandable to participants but must be consistent with the intent of the study as described in the proposal.



5.
The name(s) of principal researcher(s) must be included in the first paragraph.  If it is a student project under supervision of the Dissertation Chair his/her name must also be in the first paragraph.


6.
Use one typeface with no phrases in bold or italics, aside from section titles.


7.
Possible side effects, if any, should be explained and quantified (i.e., rare vs. frequent occurrence).

The Individual Consent for Participation in Research Form (See 5.4) is only an example.  It includes all of the required basic parts of an informed consent, however, it is not to be copied and appended as a consent in the application.  Each consent must be modified to reflect the specific research protocol.  

3.3.4 Guidelines for Submission of Application
3.3.4.1 Application Guidelinestc "3.3  Submission Guidelines 3.3  Submission Guidelines  " \l 2

tc "3.3.1  Proposal Outline Guidelines 3.3.1  Proposal Outline Guidelines  " \l 2 
Each application for IRB review must include an outline of the proposed research. The IRB Application Form (See 5.2) can be completed and submitted online or downloaded and submitted in hard copy. Each application will follow the format as detailed on the form and will include all of the supplemental documentation.  Failure to complete the application completely or to not include appropriate supporting documentation will result in a delay of the review.
1. Dissertations and Faculty-Sponsored Research Proposals: tc "1.
General Proposals " \l 2 One electronic copy (with two copies of supporting documentation) or two paper copies of appropriate IRB application form and supporting documentation signed by principal researcher, faculty or by sponsoring faculty in case of outside submissions. Note: One copy of the full text of the research proposal is to be submitted with the application only if project is to be submitted to any outside funding agency under the auspices of the ICSW. 

2. Course-related research:  One copy of the Request for IRB Review of Course-Related Research (See 5.2) signed by student and faculty member requiring the research.
4.0 RETENTION OF DATA
1. Raw data on questionnaires and/or transcriptions, with all identifying information removed, must be maintained in a secure location, such as a locked file cabinet. These data must be retained for not less than five years. 

2. Actual audio tapes used for collection of interview data must be erased or destroyed after transcription.

3. Statistical data may be retained indefinitely.

4. Data matrixes and coded masters may be kept indefinitely.  

5. IRB application, approval forms, annual reviews, incident reports and other paper generated by the research will be retained for a minimum of seven years after the graduation of the student.

5.0 FORMS (All forms are available online.)
5.1  IRB Application Form

5.2  Request for IRB Review of Course-Related Research Form 

5.3  Annual Review Form 

5.4  Sample Consent Form
           5.5  Sample Parental Permission for Participation in Research Study Form





5.6  Adverse Incident Report 
5.1  IRB Application Form
IRB Application Form
INSTITUTE FOR CLINICAL SOCIAL WORK

Incomplete application packets or applications with omitted may result in review delays.

Checklist of Supporting Material for Investigators:

[  ] Resume or CV of principal investigator or faculty sponsor

[  ] Flyers, advertisements, oral scripts (including telephone scripts), other recruitment materials
[  ] Consent/assent forms

[  ] Surveys, questionnaires, interview questions/guides

[  ] Debriefing information, if applicable

[  ] Letters of collaboration, if applicable

[  ] Funding Proposals, if applicable. For federally funded research include all sections of the proposal or grant except the budget pages.

Dissertation or Faculty Research

[For completing this application, use only Courier or Times New Roman font, 11+ pt.]
Step I:  Project Personnel

Project Title:  

Principal Investigator: (attach resume or CV)
Address:




Phone:  

 



                 E-mail:  
List all co-investigators and/or faculty sponsors below, including those from other institutions.
NOTE: If this is dissertation research, list dissertation chair.
Name, Degree, Address, Phone and email or other contact information:

1.

2.

3.

Contact Information

Who should be contacted for further information about this application?

Name:  





                                Position on the project:





Phone:  





 E‑mail:  

Step II:  Funding Sources & Performance Sites

[If this project is funded by an outside source, complete Step II]
Check all of the appropriate boxes for funding sources for this research. Include pending funding source(s).

[  ] Federal – If federally funded, provide name and address of individual to whom certification of IRB should be sent:
[  ] Extramural (non-federal funding sources) – Provide name and address of individual to whom certification of IRB should be sent:

Principal Investigator of Grant or Contract:  

Name of Funding Source:  
   
Grant or Contract Number (If available):  
    
Grant, Contract, or Project Title:  
Performance Sites:

List all collaborating sites:  

Provide letters of cooperation or support:             [  ] Attached    [  ] Pending    [  ] Not Applicable

Provide letter of IRB approval from other site:     [  ] Attached    [  ] Pending    [  ] Not Applicable
Step III:   Specific Aims, Goals, and Objectives of the Project (no more than 200 words)
Summarize the specific aims, goals, and objectives of the proposed research using non-technical language that can be understood by any generally informed layperson.

Step IVa:  Significance and Context of the Work, Including Any New Information to Be Obtained (no more than one page)

Using non-technical language that can be understood by any generally informed layperson, describe the significance and context of the work, including new information the Principal Investigator intends to obtain.  In the case of classroom instructional activities, what types of skills or knowledge is the research intended to provide for the students?

Step IVb:   Need for and value of the Project in Relation to Prior Work in the Field (one page)
Demonstrate that the goals and objectives described are worthy of investigation and require the use of human research participants.
Step IVc:   Study Design (one page)
Include a detailed description of the specific study design to be used demonstrating a logically derived connection between the design, the significance of the project and the need for the project.  NOTE: Sample selection, protection of participants, and data collection methodology are covered below.

Step V:   Participant Population
Please indicate the total number of participants anticipated for inclusion in this project.  This number should be the number of participants you will enroll in order to get the adequate data sets you will need. If multiple sites are to be used, provide an estimate of the number in each category to be recruited from each site. In addition, if you plan to study only one gender, provide detailed rationale in the inclusion/exclusion section (Step VI, C, 1and 2) of this application.

A. Number of Participants Required:

Male:  

Female:  


Total: 
B. Age range (check all that apply):

[  ] 0‑7 yrs. (submit parental permission form – template C) 

[  ] 8‑17 yrs. (submit child’s assent form – template D and parental permission form – template C)


[  ] 18‑64 yrs. (submit informed consent form – templates B) 

      

[  ] 65+ yrs. (submit informed consent form – template B)
C. Source/Type of Participants (check all that apply): [ICSW students and faculty may not be subjects]
 
[  ] medical patients 


[  ] volunteers from the general population


[  ] community institutions, please specify:  

[  ] other, please specify:  

D. Participant location during research data collection (check all that apply):
[  ] participant’s home 

[  ] hospital or clinic, please specify:  

[  ] community location, please specify:  

[  ] elementary or secondary school, please specify:  

[  ] other, please specify:  

E. Special populations to be included in the research (check all that apply):

[  ] minors under age 18 
[  ] pregnant women

[  ] prisoners 
[  ] economically disadvantaged
[  ] developmentally delayed
[  ] severe and/or chronically mentally ill
[  ] other, please specify:  

F. Several groups listed in (E) above are considered “vulnerable” or require special consideration by the federal regulatory agencies and by the IRB.  Provide the rationale for using special populations.
Step VI:   Recruitment Procedures (no more than one page)

A. Describe how participants will be identified and recruited. Attach all recruitment information, e.g., advertisements, bulletin board notices, and recruitment letters for all types of media (printed, radio, electronic, TV, or Internet).

B. Initial Contact: Describe who will make initial contact and how. If participants are chosen from records, indicate who gave approval for the use of the records. If records are “private” medical or student records, provide the release forms, consent forms, letters, and HIPAA if appropriate for securing consent of the participants for the records. Written documentation for cooperation/permission from the holder or custodian of the records should be attached. (Initial contact of participants identified through a records search must be made by the official holder of the record, such as, primary physician, therapist, school official.)

C. List criteria for inclusion and exclusion of participants in this study. Describe populations to be excluded from the research. Please describe procedures to assure equitable selection of participants. Researchers should not select participants on the basis of discriminatory criteria. Selection criteria that exclude a sex, racial, or ethnic group require a clear scientific rationale for the exclusion. By whom will the inclusion/exclusion criteria be determined in the selection of the subjects?  (For example, principal investigator, research assistant, school official.)
D. Will participants receive financial or other compensation before or after the study? If yes, explain. (NOTE: this information must be outlined in the consent document.) 

Step VII:   Informed Consent Process

Simply giving a consent form to a participant does not constitute informed consent. The following questions pertain to the process.  Researchers are cautioned that consent forms should be written in simple declarative sentences. Forms should be jargon‑free (see consent form templates). Foreign language versions should be prepared and included for all materials that the participants needing translations will encounter in the research.

A. Capacity to consent: Will all adult participants have the capacity to give informed consent?

 

            [  ] Yes     [  ] No

If No: describe the likely range of impairment and explain how, and by whom, their capacity to consent will be determined. NOTE: in research involving more than minimal risk, capacity to consent should be determined by a psychiatrist, psychologist, or other qualified professional not otherwise involved in the research. Individuals who lack the capacity to consent may participate in research only if a legally authorized representative gives consent on their behalf.  

B. Describe what will actually be said to the participants to explain the research. (NOTE: do not say “see consent form.”) Write the explanation in lay language.  If you are using telephone surveys, telephone scripts are required. If you will include participants not fluent in English, please provide an appropriate translation.  

C. How will participants’ understanding be assessed? What questions will be asked to assess the participants’ understanding?  If you will include participants not fluent in English, please provide an appropriate translation.

NOTE: the purpose of this question is to have you describe how you will assess participants’ understanding of the consent process. Questions requiring “yes or no” answers are not appropriate. Please ask participants to explain the purpose of the study to you along with the risks and benefits to themselves as participants. Their answers to these questions should allow you to determine whether they understand the study and their part in it. It they do not understand, informed consent has not been achieved irrespective of whether the participant signed the consent document.

D. In relation to the actual data gathering, when and where will consent be discussed and documentation obtained, for example several days before? Be specific.

E. Will the Investigator(s) be securing all of the Informed consents?  [  ] Yes     [  ] No    [  ] N/A

If no, name the specific individuals who will obtain informed consent and include their job title and a brief description of your plans to train these individuals to obtain consent and answer participants’ questions:

F. Consent  and Assent Forms (see templates C & D)

Prepare and attach the appropriate consent/assent form(s) for IRB review.  If you intend to use participants that are not fluent or literate in English, have appropriate translations and back translations been developed and attached to this application?       [  ] Yes     [  ] No  

Step VIII:   Risks and Benefits of the Research
A. Does the research involve (check all that apply):

[  ] use of private records (medical, mental health or educational records)

[  ] possible invasion of privacy of participant or family 

[  ] the collection of personal or sensitive information in surveys or interviews

[  ] use of a deceptive technique (If use of deception is part of the protocol, the protocol must include a “debriefing procedure” [provide this procedure for IRB review] which will be followed upon completion of the study, or withdrawal of the participants.)

[  ] presentation of materials that participants might consider offensive, threatening, or degrading

[  ] other risks, specify:  
NOTE: Respond to VII B-E in written form, not more than 2 pages.

B. Identify the risks (current and potential) and describe the expected frequency, degree of severity, and potential reversibility. Include any potential late effects. (NOTE: Risks can be psychological, physical, social, economic, or legal.) 
C. Describe the precautions taken to minimize risk.
D. Why are the risks mentioned above reasonable? What is the expected scholarly yield from the project?  Justify the risks in relation to the anticipated benefits to the participants and in relation to the importance of the knowledge that may reasonably be expected to result from the research.

E. Benefits of participation: List any anticipated direct benefits of participation in this research project. If none, state that fact here and in the consent form. The knowledge gained from the study could produce a benefit to society. Payment or course credit is not considered to be a benefit of participation. Any benefits of the specific research procedures should be listed as potential benefits.

Step IX:   Data Collection Methodology
Describe the tasks, tests, or other procedures, including the interview process, participants will be asked to complete. (Suggestion: explain step by step what the participants will be asked to do and distinguish those which are experimental from those which comprise routine tasks encountered in everyday life).  Specify exactly how these tasks, tests, or procedures will generate the data that will permit achievement of the goals and objectives of this research. 

Step X:  Confidentiality of Data
A. Describe provisions made to maintain confidentiality of data.

1. Who will have access to raw data?  

2. Will raw data be made available to anyone other than the Principal Investigator and immediate study personnel (e.g., school officials, medical personnel)?  [  ]  Yes     [  ]  No 


If yes, who, how, and why?  
3. If applicable, describe the procedure for sharing data.  

4. If applicable, describe how the participant will be informed that the data may be shared.    

5. If data are collected, stored, or analyzed on computers, describe the actual security measures used to ensure confidentiality.
B. Where will the data be kept? (Data must be secured for five years after graduation.)  How will data stored on audio and videotapes be disposed of? (Disposition of audio and video tapes should be included in consent form.)
C. Will data identifying the participants be made available to anyone other than the principal investigator, that is, study sponsor, Institutional Review Board?      [  ]  Yes     [  ]  No

If yes: Who:
D. Will the research data and information be part of any permanent record? (Explanation must be in the consent form.)      [  ]  Yes     [  ]  No

E. If participants are students, will school officials receive the data with identifiers attached? (Explain here and in the consent form using appropriate language.)     [  ]  Yes     [  ]  No

Investigator’s Assurance

I certify that the information provided in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human participants, conduct of the study and the ethical performance of the project.  I agree to comply with all IRB policies and procedures, as well as with all applicable federal, state and local laws regarding the protection of human participants in research, including, but not limited to, the following:
· The project will be performed by qualified personnel according to the ICSW IRB certified protocol.
· No changes will be made in the protocol or consent form until approved by the ICSW IRB.
· Legally effective informed consent will be obtained from human participants if applicable.
· Adverse events will be reported to the ICSW IRB in a timely manner.

I further certify that the proposed research is not currently underway (except for those protocols of research previously approved and currently seeking renewal) and will not begin until approval has been obtained.

Principal Investigator’s Signature:





  Date:

_


Dissertation Chair or Faculty Assurance for Student or Guest Investigators
By my signature as Chair or Sponsor on this research application, I certify that the student or guest investigator is knowledgeable about the regulations and policies governing research with human participants and has sufficient training and experience to conduct this particular study in accord with the approved protocol. In addition,

· I agree to meet with the investigator on a regular basis to monitor study progress.
· Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them.
· I ensure that the investigator will promptly report significant or untoward adverse effects to the ICSW IRB in a timely manner.
If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence and I will advise the ICSW IRB by letter of such arrangements.  I further certify that the proposed research is not currently underway and will not begin until approval is obtained.

Faculty Sponsor’s Signature:




_____________

  Date:_____




NOTE:  The faculty sponsor must be a member of the ICSW faculty. The faculty member is the responsible party for legal and ethical performance of the project.
Submit this application to the office in either hard copy or as attachment to an email.

Send questions to:   Dan Rosenfeld, Chair, ICSW IRB: DanR61@aol.com
5.2 Course Related Research:

Request for IRB Review of Course-Related Research
INSTITUTE FOR CLINICAL SOCIAL WORK
Address package to:

The Chair, IRB, c/o Registrar





Institute for Clinical Social Work





200 N. Michigan Ave., Suite 407




Chicago, IL 60601-7202 tc "



Chicago, IL 60601-7202 " \l 2
Instructions:  Submit one copy each of class syllabus, and of general research proposal.  Also submit one copy of each student research proposal 

Title and Number of Course: ____________________________________________

Faculty: _______________________________________________

Home Address: ______________________________________________________

City: _____________
State:_________
Zip:_______________ 

Home Phone:_____________________  Work Phone:_______________________

How is the student informed of this course requirement?  ______________________________________________________________________________ ____________________________________________________________________________________________________________________________________________________________

How is the student research project linked to grading?

________________________________________________________________________
________________________________________________________________________
________________________________________________________________________

Will students conduct research activities involving any kind of the following risks? 

Please respond to each of the following:

Does the proposed student research include any of the following procedures?

1.
Y/ N 
Payment of participants?

2.
Y/ N
Written consent/assent forms?

3.
Y/ N
Data collection to exceed 6 months?

Does the proposed research include any of the following risks?

1.
Y/ N 
Deception of participants about any part of research?

2.
Y/ N 
Use of a vulnerable population?

3.
Y/ N
Any risks related to privacy or confidentiality?

4.
Y/ N 
Anything likely to lessen subject’s likelihood of volunteering?

Does the proposed research include any medical risks?

1.
Y/ N
Use of drugs or other controlled substances?

2.
Y/ N
Participants taking any substance or having it applied?

3.
Y/ N
Removal of any fluids, excreta, etc. from participants?

4.
Y/ N
Subject exposed to any physiological or psychological stress?

CERTIFICATIONS

1. As the faculty member supervising this student project, I am familiar with the policies and procedures of ICSW regarding human subjects.  I subscribe to the standards described in the IRB Manual and will adhere to those policies and procedures.

2. I am familiar with the published guidelines for the ethical treatment of subjects associated with my field of inquiry (i.e., American Psychological Association, National Association of Social Workers, American Sociological Association).

3. I assume full responsibility for ensuring that the students directing research under my supervision are familiar with and will conform to these standards.

4. I assume full responsibility for ensuring that all changes, accidents or unforeseen outcomes with regard to human subjects will be reported immediately to the IRB and no further data will be collected until the IRB gives approval to continue.
_______________________________________               ___________________

Faculty Member                                                                  Date


5.3  Annual Review Form
Annual Review Form

INSTITUTE FOR CLINICAL SOCIAL WORK tc "ANNUAL REVIEW FORM " \l 5
Progress reports must be completed annually to comply with federal regulations.  Complete the following form and return it to the above address.  Fill out whether study is active or inactive.

Principal Researcher: _______________________________________________________
Dissertation Chair: _________________________________________________________

Research Title: ____________________________________________________________

Status of Study tc "Status of Study  " \l 2
_____ 
ACTIVE: still recruiting subjects or follow-up continuing tc "_____ACTIVE\: still recruiting subjects or follow-up continuing " \l 2
_____ 
INACTIVE: recruitment completed and analysis/publication in process tc "_____INACTIVE\: recruitment completed and analysis/publication in process " \l 2
Since this study was last approved by IRB (check all that apply)

_____ 
There have been no changes made concerning use of human subjects in this project.

_____ 
There have been no changes in research protocol.

_____ 
New participants are no longer being enrolled.

_____ 
Data are still being collected and/or analyzed.

Modifications to Research Protocol (check all that apply)

_____
A change in principal researcher or supervisor

_____
A change in treatment procedures/protocol

_____
A change in the type or number of subjects used.

_____
Any other changes.

Informed Consent

_____
Written consent/assent is being obtained from all human participants.

_____
Participants have been given ample opportunity to ask questions, be debriefed.

_____
Participants are given copy of consent/assents.

_____
Participants are being paid______________for their participation.

Progress Report: Describe results achieved since last approval period.  Include the following:


1.  Number of subjects enrolled  


2.  Number of subjects who dropped out  


3.  Progress made: approximate time to complete project

Adverse Events: Describe in detail any adverse events.  Include the following:


1.  Any accidents or unexpected events 


2.  Any negative responses to research protocol


3.  How protocol/debriefing was changed to eliminate risks of above

Signature: _________________________________________      Date: ________________  
Submit to the Chair of the IRB, c/o Registrar, ICSW, 200 N. Michigan Ave., Suite 407

Chicago, IL 60601-7202.
5.4  Sample Consent Form
Individual Consent for Participation in Research
INSTITUTE FOR CLINICAL SOCIAL WORK
tc "Individual Consent for Participation in Research " \l 5
I,___________________________, acting for myself (or for my child_________________),

Agree to take part in the research entitled:________________________________________

(use exactly a title that can be understood by the participants).

This work will be carried out by __________________________(Principal Researcher) under the supervision of __________________________(Dissertation Chair or Sponsoring Faculty)  

This work is sponsored by ______________________(appropriate if project is being funded by an outside organization) and conducted under the auspices of the Institute for Clinical Social Work, 200 N. Michigan Ave., Suite 407, Chicago, IL 60601, (312) 726-8480).

PURPOSE tc "PURPOSE  " \l 2
The purpose of this study is to…….. 

(Include short paragraph stating that the study involves research, the purpose of the work, what use may be made of the result)

PROCEDURES USED IN THE STUDY AND THE DURATION tc "PROCEDURES USED IN THE STUDY AND THE DURATION  " \l 2
Short paragraph describing the protocol, measures, duration and payment (if any).

BENEFITS tc "BENEFITS  " \l 2
Describe the direct benefits to the subject for participation in the study.  Payment is not considered a benefit.  If no benefits accrue directly to the subject, state that clearly.  Include general benefits to society, knowledge here.

COSTS tc "COSTS  " \l 2
Describe any monetary costs to the participants (for travel, tests, etc.).  If the costs are being covered by a sponsor or by the researcher, state that.  If there are no costs associated with participation, state that explicitly.  

POSSIBLE RISKS/SIDE EFFECTS tc "POSSIBLE RISKS/SIDE EFFECTS  " \l 2
List any known risks, including inconveniences or negative emotional responses that may  as a result of participation.  State what measures will be taken to minimize discomfort/hazard and what reimbursement/treatment will be given should possible risks materialize.  If you cannot predict the risks because there is no body of knowledge concerning a procedure like the one you are using, state that the risks cannot be predicted.

PRIVACY/CONFIDENTIALITY tc "PRIVACY/CONFIDENTIALITY  " \l 2
Define clearly how the participant’s privacy and the confidentiality of the data will be protected.  Outline the procedures for keeping identifiable data separate from rest of research data and describe how the data will be disposed of.

SUBJECT ASSURANCES tc "SUBJECT ASSURANCES  " \l 2
The following is the format that should be followed in creating the assurances:

By signing this consent form, I agree to take part in this study.  I have not given up any of my rights (my child’s rights) or released this institution from responsibility for carelessness.

I may cancel my consent and refuse to continue in this study (or take my child out of this study) at any time without penalty or loss of benefits.  My relationship with the staff of the ICSW will not be affected in any way, now or in the future, if I (or my child) refuse to take part, or if I begin the study and then withdraw.

If I (or my child) have any questions about the research methods, I can contact ______________

(Principal Researcher) or ______________________(Dissertation Chair/Sponsoring Faculty), at this phone number_______________(day), _________________(evening).  If I have any questions about my (or my child’s) rights as a research subject, I may call Daniel Rosenfeld, M.A.,  Chair of Institutional Review Board, ICSW, 200 N. Michigan Ave., Suite 407, Chicago, IL 60601, (312) 726-8480.

SIGNATURES  
tc "SIGNATURES   " \l 2
[All consent forms must be signed and dated.  They must be explained to the participants and witnessed by the person who is explaining the procedure.]
I have read this consent form and I agree to take part (or, to have my child take part) in this study as it is explained in this consent form.

_________________________________                _____________

Signature of Participant



                      Date

_________________________________                _______________

Signature of child (if over 10 years)

                Date

I certify that I have explained the research to ______________ (Name of subject or child) and believe that they understand and that they have agreed to participate freely.  I agree to answer any additional questions when they arise during the research or afterward.

________________________________                      ______________

Signature of Researcher



                          Date

5.5  Sample Parent Consent Form
Parental Permission for Participation in Research Study
INSTITUTE FOR CLINICAL SOCIAL WORK

[Title of study]

What is the purpose of this research?

I am asking your child to be in a research study because we are trying to learn more about [insert description of the study’s aims in regular English]. Your child is invited to participate in this study because s/he is [insert brief information linking participant to the aims of the study].  This study is being conducted by [insert name] at the Institute for Clinical Social Work.

How much time will this take?

This study will take about [insert specific number of minutes and/or hours] of your child’s time.  

What will my child be asked to do if I allow her/him to participate in this study?

If you allow your child to be in this study, s/he will be asked to [insert specific information; for example, fill out a survey, be interviewed].

What are the risks involved in participating in this study?

Being in this study does not involve any risks other than what your child would encounter in daily life.  [Insert specific information, even if the risks are minimal.  E.g., “For example, your child may feel uncomfortable about answering certain questions.]  (The most common risks are breach of confidentiality, if data are identifiable, and feeling uncomfortable, if questions are sensitive.  You may need to list other risks, depending on the nature of your study.)

What are the benefits of my child’s participation in this study?
Your child will not personally benefit from being in this study.  However, we hope that what we learn will help [sub-group, population, or society targeted by the inquiry].  [If your study is an intervention and has potential benefits, please describe.]  

Can I decide not to allow my child to participate?  If so, are there other options?

Yes, you can choose not to allow your child to participate.  Even if you allow your child to be in the study now, you can change your mind later, and your child can leave the study.  There will be no negative consequences if you decide not to allow your child to participate or change your mind later.  [For children ages 10-17, please include “Also, even if you give your permission, your child may decide that s/he does not want to be in this study.”]  [If there are alternatives (e.g., leaving class early, working on a different activity) please describe.]  

How will my child’s privacy be protected?

The records of this study will be kept private. In any report we might publish, we will not include any information that will identify your child.  Research records will be stored securely, and only researchers will have access to the records. 

Whom can I contact for more information?

If you have questions about this study, please contact [insert your name and phone number].  If you have questions about your child’s rights as a research subject, you may contact:

You will be given a copy of this information to keep for your records.

Statement of Consent:  

I have read the above information.  I have all my questions answered.  I permit my child to be in this study.

Child’s Name:_______________________________               Grade in School: ____________

Parent/Guardian Signature:________________________________

Date: ____________

5.6 Adverse Incident Report 

Adverse Incident Report

INSTITUTE FOR CLINICAL SOCIAL WORK
Principle Investigator:   _________________________________

Study Title:  __________________________________________

Section 1:

1.1
Does this adverse event represent a “serious adverse experience?”
Yes _____

No _____

[A “serious adverse experience” is defined as any experience that suggests a significant hazard, contraindication, or side effect.  This could be a serious adverse cognitive or emotional experience which includes any experience that is fatal or life-threatening, or regression that is traumatic and requires inpatient hospitalization, or possibly fosters self harm or harm of others.]

1.2
Is this an “unexpected adverse experience?”

Yes _____

No _____

[An “unexpected adverse experience” means any adverse experience that is not identified in nature, severity, or frequency in the consent in the risk information provided in the general investigational plan or in the consent to participate.]

1.3
Is this adverse event clearly or possibly related to the research process?

Yes _____

No _____

NOTE: If you answered Yes to any of these questions, you must complete Section 2, below. 

Section 2:

Date of incident:  ____________________  

Place of the incident:  _______________________________________________________

Person reporting an adverse incident:   __________________________________________

Relationship to the project:  __________________________________________________

2.1
Has the subject had a previous adverse event on this study?
   Yes _____
No _____

2.2
Attribution of incident: (Check one)


_____
Not or unlikely to be related to research content, process or procedure


_____
Probably or definitely related to research content, process, procedure


_____
Unknown

2.3.
Provide a brief rationale for this attribution:

2.4
Summarize the nature of the adverse event, the circumstances under which it occurred, and the outcome.  

2.5
In your opinion, is a change in the research protocol necessary to minimize risks to current and future subjects?

Yes _____
No _____


If yes or no, please explain:

2.6
In your opinion, are any changes in the consent form required to provide adequate safety 
information to current and/or future subjects?
Yes _____
No _____


If yes, please provide an updated consent form for committee review.  If no, please 
explain:

2.7
Is it necessary to inform subjects currently enrolled in the study about a change in the 
risk/benefit profile?
Yes _____
No _____


If yes, describe how you intend to accomplish this:

Principal Investigator: ______________________________________   ____________________




Signature




        Date

Submit completed form to:
Chair of the IRB









Institute of Clinical Social Work









200 N. Michigan Ave., Suite 407









Chicago, IL 60601
IRB Use Only
_____ Expedited review sufficient

_____ Full committee review necessary

Action:


_____ Continue study as submitted and approved by IRB. No changes necessary.


_____ Updated consent form should be submitted by principal investigator.


_____ Place study on hold pending further review and investigation


_____ Recommend changes in protocol and/or consent document


_____ Report to IRB chair: (Date) ________________

Reviewer’s comments:

Reviewer’s Signature _________________________________ Date ________________

Chair’s Signature ____________________________________ Date _________________

Revised 6 Sep 2006
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