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	To Be Completed By the Investigator
	For OPRS Use Only

	Date Application Completed:
         
	UIC Protocol #: 

	Application Document Version #:     
	Assigned IRB:


I. Research Title:       
II. Personnel

A.  Principal Investigator (PI)
	Name (Last, First)
     
	Degree(s)
    
	University Status/Title
     

	Department
     
	College
     

	Mailing Address

     
	M/C

     

	Phone Number
     
	Fax Number

     
	E-mail Address
     


B. Faculty Sponsor – required when PI is a student, fellow or resident
	Name (Last, First)
     
	Degree(s)
     
	University Status/Title
     

	Department
     
	College
     

	Mailing Address

     
	M/C

     

	Phone Number
     
	Fax Number

     
	E-mail Address
     


C. LIST ALL ADDITIONAL KEY RESEARCH PERSONNEL ON APPENDIX P and SUBMIT WITH THIS APPLICATION PACKET.
III. Research Funding

Is this research funded?

 FORMCHECKBOX 
 No.  Go to Section IV.

 FORMCHECKBOX 
 Yes or pending.  Complete the rest of this Section (below).

Check all of the appropriate boxes for funding sources (including pending sources) for this research.

EXTRAMURAL: 

 FORMCHECKBOX 
 Federal Agency Name:

     
 FORMCHECKBOX 
 Foundation Name:

     
 FORMCHECKBOX 
 State Agency Name:   

     
 FORMCHECKBOX 
 Industry Sponsor Name:
     
The UIC OVCR assesses an administrative fee for the IRB review of all pharmaceutical industry sponsored human subjects research.  Please refer to http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/policies/0236.pdf for an explanation of this policy and fee schedule.  The account number to be charged must be provided below before IRB review commences.

Account Number to be charged:      
Is this industry-sponsored study investigator initiated? 

 FORMCHECKBOX 
 No   FORMCHECKBOX 
Yes

 FORMCHECKBOX 
 Sub-contract from non-UIC agency or institution:  Name:      
 FORMCHECKBOX 
 Other - Name:      
INTRAMURAL:  

 FORMCHECKBOX 
 Campus Research Board (CRB)   FORMCHECKBOX 
 Departmental   FORMCHECKBOX 
 Other - Name:      
Funding Identification:  For each funding source, provide the following information and submit a full copy of the grant, contract, and/or sub-contract, including budget sections. Use Appendix Z if this study is supported by more than one funding source. Note: Any subsequent change in funder or funding status requires an IRB amendment.

1. Proposal Approval Form (PAF) Number:      
2. Name of the PI on the grant or contract received directly from the sponsor:      
    Is the PI of this grant or contract affiliated with UIC?  FORMCHECKBOX 
 No  FORMCHECKBOX 
Yes 

 If NO,

Identify the agency or institution with which the above PI is affiliated:      
Explain the relationship between that agency or institution and UIC:      
3. Funding Agency Grant Account Number:          FORMCHECKBOX 
Grant, contract or sub-contract pending.
   FORMCHECKBOX 
  Not Applicable, Non-federally funded research
(For federally funded research, provide the federal grant/contract number assigned by the funding agency to allow OPRS to accurately complete the certification of federal funding document. OPRS will provide the certification to the investigator with the approval letter.)

4. Grant, contract or sub-contract title:         

5. Is this grant a Master, Training, or Development grant (grants used to train fellows or support the development of other research protocols)?   FORMCHECKBOX 
 No   FORMCHECKBOX 
Yes  

PLEASE ATTACH A COPY OF THE GRANT, CONTRACT, and/or SUB-CONTRACT TO THIS APPLICATION FOR FEDERALLY FUNDED RESEARCH.
IV. Conflict of Interest (COI) 

All investigators must disclose all real, apparent, or potential financial conflicts of interest to the IRB. Investigator is defined as any person responsible for the design, conduct, or reporting of the research.  This includes, but is not limited to, the principal investigator, faculty sponsor, co-investigators, and other key research personnel.  Family members include spouse and children. 

Significant financial interest means anything of monetary value held by the investigator, his/her spouse, or children exceeding an aggregated threshold of $5,000 in the next 12 months or 5% ownership regardless of value.  Categories of financial interest include but are not limited to: 

         A.  Salary or other payments for services (e.g., consulting fees, honoraria)

         B.  Equity interests (e.g., stocks, stock options, other ownership interests)

         C.  Intellectual property rights (e.g., patents, trademarks, copyrights, licensing agreements, and royalties from such rights)

         D.  Any other relationships that might present a financial conflict of interest, such as fiduciary interests (paid or unpaid positions as director, officer, or other management role in a for-profit or not-for-profit entity sponsoring or related to the research) or interests in which compensation or the value of equity or property rights might be affected by the outcome of the research.

For more information, see the Investigator Conflict of Interest Disclosure Policy for Human Subjects at http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/policies/index.shtml.

A. Disclosure 

1.  Do any investigators, or family members thereof (spouse, children), serve as major officers of, hold a managerial role in, or otherwise have a significant financial relationship (including consulting) with the research sponsor or any subcontract recipient?

           No  FORMCHECKBOX 
   Yes  FORMCHECKBOX 
  (If yes, SEAM is required.  See Section B below.)

2. Do any investigators, or family members thereof, have any other relationships, commitments (including assignments of Intellectual Property Rights), activities (including uncompensated activities) or financial/fiduciary interests that present potential or apparent conflicts of interest or commitment with this study, or are there any other potential conflicts of interest with the study? 
           No  FORMCHECKBOX 
   Yes  FORMCHECKBOX 
  (If yes, SEAM is required.  See Section B below.)

3. Does an institutional conflict of interest exist with this study?   

           No  FORMCHECKBOX 
   Yes  FORMCHECKBOX 
  (If yes, SEAM is required.  See Section B below.)

B.  Management 

If YES is checked for any of these questions, attach a COI Statement of Explanation And Management (SEAM) describing the conflict and presenting a plan for managing the conflict and minimizing its affect on the design, conduct, or reporting of the research; the rights and welfare of the participants; and/or the integrity of the human subject protection program. The COI-SEAM and guidance on how to write the COI-SEAM are available under the “Managing Conflicts” section of the COI website at www.research.uic.edu/conflict. Final IRB approval of the research cannot be provided until a management plan is in place.

UIC and JB VAMC personnel: For additional assistance contact the COI Office at (312) 996-4070 or email coi@uic.edu.
V. Performance Sites

Definition of a Performance Site:  A performance site is a location at which the research is conducted, data is gathered from subjects and/or records, and/or subjects are consented into the research.  Sites are performance sites whether the research activities there are funded or not funded.

Non-UIC Performance Site: A non-UIC performance site is a non-UIC location at which a UIC investigator conducts research activities. Sites may be non-UIC performance sites whether the research activities there are funded or not funded, or whether the research activities are funded through a UIC sub-contract or not.

Please note that the JBVAMC has special status as a performance site and that alternative documentation will be required in lieu of Appendix K for research activities conducted at the JBVAMC.
A.  Performance Site Identification:

1. Will UIC be a performance site?

  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   

Must be YES unless the research is conducted only at the Jesse Brown Veterans Administration Medical Center [JBVAMC]

2. Will JBVAMC be a performance site? 

  FORMCHECKBOX 
 No    FORMCHECKBOX 
  Yes   


B.  Non-UIC Performance Sites:

  1.  Are there non-UIC performance sites?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes (After completing this application, complete Appendix K and submit with this application packet)
 2.  Are there international performance sites?  
   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes (After completing this application, complete Appendix I and submit with this application packet)
VI. IRB Disapproval of the Research

To your knowledge, has this protocol been reviewed and subsequently disapproved by any IRB?

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes  

If YES, please provide the details of the disapproval including the reviewing IRB name, the date of review, the issues resulting in disapproval, and how these issues have been resolved.      
VII. Classified Research
Has this research been declared to be classified and/or does it involve any classified data or subjects?

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes   If YES, STOP.  State of Illinois law and UIC policy does not permit classified research to be conducted at UIC.

VIII. Additional Reviews Required

Reviews beyond that of the IRB may be required for this study. Please indicate which of the reviews below apply to this study.  If you have already received review approval documents, please attach.

	Review
	Review Required?
	If YES, check that necessary documents are attached 

	UIC Cancer Center Review is required prior to submission to the IRB for protocols to be reviewed by the convened Board; protocols eligible for expedited review may be submitted simultaneously to the Cancer Center and IRB www.uic.edu/com/cancer  
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Cancer Center approval is attached

Approval date:      

	Clinical Interface Core (CIC) 
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 CIC prereview and response or CIC approval  is attached

CIC review date:      


	Investigational Drug Service (IDS) provides registration and clearance of any drug involved in the research, including investigational and FDA approved drugs. 

To secure IDS registration and clearance, Appendix E must be faxed to IDS for review and signature.
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Appendix E is signed and attached

IDS registration date:          

	Institutional Biosafety Committee (IBC) reviews the research use of recombinant DNA and its derivatives, such as vectors, and infectious agents. http://tigger.uic.edu/depts/ovcr/research/protocolreview/ibc/index.shtml  
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 IBC approval is attached

Approval date:      


	Embryonic Stem Cell Research Oversight (ESCRO) Committee reviews research proposals involving the use of human embryonic stem cells. http://tigger.uic.edu/depts/ovcr/research/protocolreview/escro/index.shtml 
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 ESCRO approval is attached

Approval date:      
 FORMCHECKBOX 
 ESCRO approval will follow

	Radiation Safety (RS)reviews laboratory operations regarding the use of radioactive materials, such as radioactive isotopes, and the use of devices that produce x-rays, such as research related DEXA scans. http://www.uic.edu/depts/envh/Departmental/Documents/HumanSubjResearchPolicy.pdf 
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 RS approval is attached

Approval date:      


	Radioactive Drug Review Committee (RDRC) reviews the use of radioactive drugs or biologics on a protocol per protocol basis.
	 FORMCHECKBOX 
 Yes  

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 RDRC approval is attached

Approval date:      


IX. Lay Summary

Summarize the proposed research using non-technical language that can be readily understood by IRB members whose primary concerns are nonscientific.  The complete summary (parts A - F) must not exceed a total of 500 words. Use complete sentences.

A. Statement of purpose/and background information necessary to understand the study:

     
B. Description of procedures/methods:

     
C. Statement of duration of subject participation: 

     
D. Anticipated risks:

     
E. Anticipated benefits:

     
F. Description of subject population including characteristics, age range and number of subjects at UIC, JBVAMC and study-wide. 

     
X. Categories of Research That May Be Reviewed Through Expedited Procedures  

A.  Eligibility for Expedited Review

Will this research involve prisoners as subjects?

  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   If YES, STOP and skip to Section XI. Research involving prisoners is not eligible for expedited review.  

B.  Eligibility as Minimal Risk Research

Will this research be minimal risk?  
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes      If NO, STOP and skip to Section XI.  Research that is greater than minimal risk is not eligible for expedited review.  

C.  Expedited Categories

Please identify the expedited category or categories that apply to your research.  If your research does NOT fit within any of the categories below, then please STOP and skip to Section XI.  

1.   FORMCHECKBOX 
   Clinical studies of drugs and medical devices only when condition (a) or (b) is met. (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (NOTE: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review). (b) Research on medical devices for which (i) an investigational device exemption application (21CFR 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

2.   FORMCHECKBOX 
   Collection of blood samples by finger stick, heel stick, or venipuncture as follows: (a) from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or (b) from other adults and children, considering age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

3.   FORMCHECKBOX 
   Prospective collection of biological specimens for research purposes by noninvasive means. Examples: (a) hair and nail clippings in a non-disfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with acceptable prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.

4.   FORMCHECKBOX 
   Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving X-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, Doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

5.   FORMCHECKBOX 
   Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected, solely for non-research purposes (such as for medical treatment or diagnosis).  (NOTE: Some research in this category may be exempt from HHS regulations for the protection of human subjects 45CFR 46.101(b)(4). This listing refers only to research that is not exempt.) Please refer to the OPRS Getting Started Page at http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/getting_started.shtml for decision charts to assist in determining the level of review.

6.   FORMCHECKBOX 
   Collection of data from voice, video, digital, or image recordings made for research purposes.

7.   FORMCHECKBOX 
   Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior), or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.  (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects 45CFR 46.101 (b)(2) and (b)(3). This listing refers only to research that is not exempt.) Please refer to the OPRS Getting Started Page at http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/getting_started.shtml for decision charts to assist with the level of review.

XI. Protocol Components

A. Briefly state the research hypothesis being explored by the current research. Include a discussion of the present knowledge relevant to the research and the aims and significance of the research.  Cite appropriate literature to support the relevance and importance of this research.  (Please note: not necessary if completing Appendix G.)

     
B. Please describe in chronological order all the tasks/tests or procedures subjects will be asked to complete in participating in this research.  

     
C. If the research will require blood draws, bone marrow biopsy samples, other biopsies, or the collection of other tissues, etc., performed solely because of participation in the research, please indicate the exact amounts and frequency with which the samples will be taken.

     
D. 1. Does this research involve the use of any drugs or biologics that will be used or prescribed solely due to the subject’s participation in the research?  
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes
If YES, submit separate Appendices A1 and E for each drug or biologic used explicitly for the research, whether FDA approved or investigational, as well as the investigational brochure and/or approved product information (Physician Desk Reference entry, package insert). 

2. Does this research involve the use of medical devices that will be used or prescribed solely due to the subject’s participation in the research?  
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes

If YES, submit a separate Appendix A2 for each medical device that is investigational, or that is being used under a 510K or Pre-Market Approval (PMA). The regulatory status of the device must be confirmed by the IRB at the time of review of the application.
E.  Will the UIC PI be the holder of the IND or IDE, and therefore be the sponsor of the research?  
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   If YES, please complete Appendices N and/or O and submit with this application packet.

F.  Indicate the Phase of the drug, biologic, or medical device research:  
 FORMCHECKBOX 
  Phase I      FORMCHECKBOX 
  Phase II      FORMCHECKBOX 
  Phase III      FORMCHECKBOX 
  Phase IV      FORMCHECKBOX 
  None/Does not apply    

If Phase II, III, and/or IV are checked, please ensure this research is registered at http://clinicaltrials.gov/

G.  Does the research involve the use of a placebo or vehicle control? 

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

If YES, 

1. Justify the use of the placebo or vehicle control in the research. Be sure to explain whether there is an FDA approved treatment currently available for this indication and this subject population, and indicate whether the design of the research is such that the FDA approved treatment is being withheld from the subject during the research. Discuss why it is ethical to withhold treatment for the purposes of this research.      
2. If an FDA approved treatment is being withheld from the subjects during the research, what additional safeguards are in place (for example: increased monitoring) to ensure that the subjects are not put at undue risk? For example, what occurs if the subject’s condition worsens during the research?      
H.  Does the protocol involve a treatment withdrawal or washout period? 
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  If YES, what additional safeguards are in place during this period of the research, especially if the subject’s condition worsens?         
I.   Research Records
1. Indicate the type(s) of data being collected and/or recorded (check all that apply):

 FORMCHECKBOX 
  Data containing no health information

 FORMCHECKBOX 
  Study-generated health information

 FORMCHECKBOX 
  Biological specimens

 FORMCHECKBOX 
  Interviews/Questionnaires

 FORMCHECKBOX 
  Audio recordings

 FORMCHECKBOX 
  Video recordings

 FORMCHECKBOX 
  Photographs

 FORMCHECKBOX 
  School records

 FORMCHECKBOX 
  Internet research data

 FORMCHECKBOX 
  Lab, pathology and/or radiology results

 FORMCHECKBOX 
  UIMC medical records 

 FORMCHECKBOX 
  Physician/clinic/hospital medical records from sources outside of UIC

 FORMCHECKBOX 
  Psychotherapy Notes

 FORMCHECKBOX 
  Billing records

 FORMCHECKBOX 
  Data previously collected for research purposes 

 FORMCHECKBOX 
 Other. Describe:      
2. Will any biological samples or specimens be stored for future (planned or unplanned) analysis beyond the scope of the current research proposal?

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes  If YES, complete and submit Appendix D with this application packet.

3. Will any identifiable data, or coded data where a master list to the codes exists, be stored for future use or entered into an existing databank as a result of the research?


 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes  If YES, complete and submit Appendix D with this application packet.

4. Indicate the identifiable elements that will be collected and/or included in the research records.

Check all that apply:

 FORMCHECKBOX 
 Names
 FORMCHECKBOX 
 Social Security Numbers
 FORMCHECKBOX 
 City or state 
 FORMCHECKBOX 
 Zip codes 
 FORMCHECKBOX 
 Medical record numbers
 FORMCHECKBOX 
 Web URLs

 FORMCHECKBOX 
 Street address
 FORMCHECKBOX 
 Health plan numbers
 FORMCHECKBOX 
 IP address numbers

 FORMCHECKBOX 
 Phone numbers
 FORMCHECKBOX 
 Account numbers
 FORMCHECKBOX 
 Biometric identifiers

 FORMCHECKBOX 
 Fax numbers
 FORMCHECKBOX 
 License/Certificate numbers
 FORMCHECKBOX 
 Facial Photos/Images

 FORMCHECKBOX 
 E-mail address
 FORMCHECKBOX 
 Vehicle ID numbers
 FORMCHECKBOX 
 Any other unique identifier 

 FORMCHECKBOX 
Financial account information
(including student ID) 


 FORMCHECKBOX 
 Device identifiers/Serial numbers


 FORMCHECKBOX 
 Dates directly related to individual (except birth date)


 FORMCHECKBOX 
 Birth date
 

 FORMCHECKBOX 
None of the identifiers listed above 


 Biometric Identifiers are observable biological characteristics which could be used to identify an individual, e.g., fingerprints, iris/retina patterns, and facial patterns.

*NOTE: If social security numbers will be collected, explain below why they are necessary and how they will be used:      
5. Does the research involve the use and disclosure of protected health information (PHI)? 

  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes
Health information means any information (oral or recorded in any form) that is created or received by a health care provider, health care plan, health authority, employer, life insurer, school or university, or healthcare clearing house and relates to the past, present, or future physical or mental health or condition of an individual. Inclusion of any identifiers listed in #XI. I. 4 makes the health information PHI. For example, if you are reviewing, extracting data from, or creating medical records as part of this study, you are using PHI.  

If YES, please choose one of the following options:

a.  FORMCHECKBOX 
  If yes, AND all the following are met STOP and complete a Claim of Exemption form.

· the ONLY data collected will be from health information records that exist at UIC and/or the UI Medical Center at the time of IRB submission,

· no on-going or prospective collection of data will occur, and 

· no identifiers will be recorded in the research record. 

b.  FORMCHECKBOX 
  If yes, AND data collected from health information records will be prospective or on-going, or identifiers will be recorded in the research record, please complete and submit Appendix H with this application.  Also include the use or disclosure of PHI in the tasks/procedures section of the informed consent document(s).  If the PHI will be accessed at a UIC site, please submit a HIPAA Authorization document or request a waiver of HIPAA authorization in Appendix H.

6.   If subjects are to be selected from records outside the UIC Medical Center, indicate who gave approval for the use of the records. If the records are "private" medical or student records, provide the protocol, consent documents, letters, etc., for securing consent of the subjects for the use of the records.   Written documentation for cooperation/permission from the institutional holder or custodian of the records should also be attached.       
7. Will the Principal Investigator and/or other Key Research Personnel review the health information records to establish the subject’s eligibility for the research?

 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes  

If YES, then a HIPAA waiver for recruitment purposes must be requested on Appendix H and a parallel waiver of informed consent must be requested under 45 CFR 116(d) for recruitment purposes in Sections XIV and XV of this application form. 
8. Will any research related information be put into the health information records or any other permanent record of the subject?    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes  

 If YES, please explain:       
UIC hospital policy requires that all research subjects who have clinical visits and procedures be registered and that, at a minimum, a medical record containing the name of the research study, the responsible physician, the procedure(s) being performed, the medication involved, and adverse experiences be part of the permanent medical record so that, in the case of an emergency, the subject’s involvement in a research study is known.  UIC hospital policy also requires that a copy of the research consent document, Release of Medical Information Form, and HIPAA authorization form be part of the permanent medical record. This must be disclosed in the informed consent document.
J. Eligibility Criteria
Please provide detail regarding the inclusion and exclusion criteria for enrollment of subjects into this study.  Please include specific information regarding the procedures/thresholds that will be used to determine whether someone is included or excluded (e.g., “subjects who may be pregnant based on a positive pregnancy test”). 
1. Inclusion Criteria:       
2. Exclusion Criteria:       
3. Who will assess potential subjects and determine their eligibility for the research?       
4. How will initial eligibility be documented?       
5. How will the subjects be monitored during the course of the research to ensure that they still meet the eligibility criteria and how will their continuing eligibility be documented?        
K. Equitable Selection of Subjects

Federal regulations require that the selection of research subjects be equitable in order for the IRB to approve the research.  If a particular population will be excluded (for example: pregnant women or non-English speaking subjects), you must JUSTIFY the exclusion of this population.  NOTE: This question does not refer to clinical trial exclusion criteria, unless entire populations are excluded (for example: if the research is targeting African Americans, Hispanics, or children).  

  FORMCHECKBOX 
  No subjects will be excluded based upon sex, race/ethnic group, or religion.

  FORMCHECKBOX 
  The following population of subjects will be excluded from the research:      
Justification for exclusion:      
L.  Will any portion of the research involve deception?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   If YES, complete and submit Appendix J with this application.

XII. Research Subject Population 

A.  Subject Population

1. Requested number of subjects: Total UIC:       (including JB VAMC subjects)

2. Total non-UIC:      
3. GRAND TOTAL (UIC + non-UIC):      
4.  FORMCHECKBOX 
  Not applicable; this is a Master, Training, or Development protocol and no subjects will be enrolled

Note: The total number stated here will be the total number of approved subjects and will appear in the approval letter. If you are only extracting and/or analyzing case data, and not recruiting subjects, this number will represent the number of cases you are analyzing. This is a specific number and you must not exceed this number. To increase the approved sample size, an amendment must be submitted and IRB-approved prior to recruiting and consenting, or accessing the case data for, more than the approved number of subjects. If the research includes screening procedures that may cause the subjects to be withdrawn after initial recruitment, be sure to provide sufficient numbers to account for screening failures and other reasons for study attrition (such as incomplete or flawed data).
B.  Age Range (check all that apply): 
 FORMCHECKBOX 
 Newborn to 17 years of age* - Complete Appendix B if the research involves children
 FORMCHECKBOX 
 18 - 64 Years 
 FORMCHECKBOX 
 65+ Years
C.  Indicate which populations below are the PRIMARY FOCUS of this research.  Remember to take into account the location in which recruitment will occur and where the research will be conducted.  Also note that additional information and/or safeguards will be required, as indicated below, when a subject population has been designated as vulnerable (with an asterisk *). 

      Check all that apply
 FORMCHECKBOX 
 Adults: Healthy Subjects or Control Subjects

 FORMCHECKBOX 
 Adults: Patient Subjects

 FORMCHECKBOX 
 Pregnant Women, Neonates, Fetuses/Fetal Tissue – Appendix U must be included *

 FORMCHECKBOX 
 Prisoners – Appendix C must be included* 
 FORMCHECKBOX 
 UIC Employees* 

 FORMCHECKBOX 
 UIC Students* 

 FORMCHECKBOX 
 UIC Psychology Student Subject Pool* - please see OPRS or Psychology Department website for policy
 FORMCHECKBOX 
 Decisionally Impaired* - Appendix V must be included *

 FORMCHECKBOX 
 Economically and/or Educationally Disadvantaged*

 FORMCHECKBOX 
 Vulnerable to Coercion or Undue Influence*
 FORMCHECKBOX 
 JBVAMC
 FORMCHECKBOX 
 Other: specify      
D.  Please note the groups listed directly above marked with an asterisk (*), as well as subjects under the age of 18, are considered “vulnerable” and require special consideration by the federal regulatory agencies and/or by the UIC IRB. If vulnerable populations will be recruited as subjects, the appropriate Appendixes (indicated above) must be attached to this application. Illinois State Law does not allow prisoners to participate in biomedical research. Provide a rationale and justification for the inclusion of each vulnerable population indicated above as a primary focus of the research.      
E.  Indicate the location of the subjects at the time the research will be conducted. If data/records pertaining to subjects will be studied, indicate the location where these materials will be when they are accessed or used for the research (for example: if medical records will be accessed and stored at the JBVAMC, JBVAMC should be checked).

Check all that apply:

 FORMCHECKBOX 
 Subject’s home

 FORMCHECKBOX 
 UICMC

 FORMCHECKBOX 
 Other UIC locations: specify      
 FORMCHECKBOX 
 JBVAMC

 FORMCHECKBOX 
 Other hospitals: specify      
 FORMCHECKBOX 
 Community clinic: specify      
 FORMCHECKBOX 
 Other institutions: specify      
 FORMCHECKBOX 
 Other non-institutional settings: specify     
 FORMCHECKBOX 
 Elementary schools: specify – please see Chicago Public Schools website for policy      
 FORMCHECKBOX 
 Secondary schools: specify – please see Chicago Public Schools website for policy     
 FORMCHECKBOX 
 Other: specify      
XIII.   Reasonably Anticipated Risks and Benefits of the Research 

A. Identify all the reasonably anticipated risks or discomforts that may result from participation in this research (actual and reasonably possible, current and future) and describe the expected frequency, degree of severity, and potential reversibility of those risks (if known).  Remember that risks can be psychological, physical, social, economic, or legal. If any portion of the research involves review of medical records, the potential for loss of privacy or confidentiality of health information should be listed as a risk. Please note the risks listed here should correspond to the list provided in the lay summary and the informed consent document.
     
B.  Please identify the potential for benefits from the conduct of this research.  Please note, there must be an expectation of benefit, either directly to subjects or indirectly from the potential knowledge to be gained, in order for the IRB to approve the research. In addition, please note that anticipated risks must be reasonable in light of the potential benefit to be gained.
     
C. Indicate how the knowledge gained from the study could produce a benefit to society or to others who share the same disorder or condition. State this here and in the consent document.
     
D. Please indicate whether there are potential benefits related to an experimental treatment that are only available in the context of the research.  State this here and in the consent documents.
     
XIV. Research Procedures to Minimize Risk

A. Please indicate the proposed measures to minimize the possibility of undue influence on potential subjects (for example: how will you maximize the subject’s autonomous 
      decision-making?)     
B. Describe the precautions taken to protect subject privacy during the initial identification of subjects, subject recruitment, and collection of data from the subjects (for example: what precautions will be taken to protect the subject from being recognized as a research subject if recruitment or data collection occurs in a group setting or in public?).     
C. Data Security Plan.  This section asks you to describe provisions you will make to maintain the confidentiality of the research data.  

1. Indicate how subject identifiers will be linked to the research data.

 FORMCHECKBOX 
  No subject identifiers will be maintained with the data (i.e., data are anonymous/de-identified; no one, including the study team, can identify a subject from the data.  None of the identifiers listed in XI.I.4.. is included if research involves health information). 

 FORMCHECKBOX 
  Limited data set (identifiable elements limited to city, state, ZIP Code, elements of date, and other numbers, characteristics, or codes not considered as direct identifiers). A Data Use Agreement is necessary (see Appendix H).

 FORMCHECKBOX 
 Limited data set as described above without zip code and birth date (health information in this form negates the need for notification under the HITECH Act if a breach occurs). A Data Use Agreement is necessary (see Appendix H).

 FORMCHECKBOX 
  Indirectly with a code linked to the identity of the subject.* 

Describe the coding method and specify who will have access to the code/master key and how it will be protected against unauthorized access. Key should be stored separate from study data:       
 FORMCHECKBOX 
  Directly, personal or private identifiers (identifiable elements) are maintained with the data.* 


Justify the inclusion of direct subject identifiers:       
*NOTE: Requires Consent and, if health information, Authorization from the subject or a Waiver of Consent and, if health information, Waiver of Authorization from the IRB.

2. Electronic Data Collection: 
a. In which of the following ways will you be conducting electronic data collection: via the internet and/or some other electronic means of data capture.  
 FORMCHECKBOX 
 Not Applicable – the study will not involve electronic data collection (Skip to question 3 - Storage and Security Measures for Research Data)
 FORMCHECKBOX 
 Internet-based application/package

 FORMCHECKBOX 
 Non-internet based application (i.e. directly on a desktop/laptop).

b. Describe the mechanism by which the data will be collected: 
 FORMCHECKBOX 
One or more of the following commercial software package/application(s) will be used:
 FORMCHECKBOX 
 REDCap, (define host    FORMCHECKBOX 
 CCTS/IHRP    FORMCHECKBOX 
  OVCR    FORMCHECKBOX 
 Other (define):      )
 FORMCHECKBOX 
 Survey Monkey (define plan    FORMCHECKBOX 
 Free    FORMCHECKBOX 
 Select/Gold    FORMCHECKBOX 
 Platinum)
 FORMCHECKBOX 
 Zoomerang (define plan    FORMCHECKBOX 
 Basic     FORMCHECKBOX 
 Pro    FORMCHECKBOX 
 Premium)
 FORMCHECKBOX 
 Survey Gizmo (define plan    FORMCHECKBOX 
 Personal    FORMCHECKBOX 
 Pro    FORMCHECKBOX 
 Dedicated/Enterprise)
 FORMCHECKBOX 
 Other third party product* (describe):       
 FORMCHECKBOX 
 Other tool that will be hosted on a University server/network* (describe):      
*Note: For these products and tools, a thorough description of the characteristics of the application/tool must be provided. This description should address the following elements if applicable: product/tool name, host, security measures, encryption mechanism, how collected data is maintained and stored by the application/tool. 

c. Verify that the data collection application/tool(s) identified above will be configured so that it will not collect or track IP addresses of the respondents. . If you are tracking or collecting IP addresses, please provide a detailed justification below.

 FORMCHECKBOX 
 IP addresses will not be collected or tracked
 FORMCHECKBOX 
 IP address will be  FORMCHECKBOX 
 collected    FORMCHECKBOX 
  tracked – If IP addresses will be collected or tracked provide justification:      
d. Describe how collected data will be transmitted/transferred from the survey tool to a local computer or file server.  

Type of identifiers:

 FORMCHECKBOX 
 Not Applicable – the data will not be transferred from the application noted above

 FORMCHECKBOX 
 As a De-identified dataset


 FORMCHECKBOX 
 As a Limited dataset with   FORMCHECKBOX 
 DOB   FORMCHECKBOX 
 ZIP code


 FORMCHECKBOX 
 With direct identifiers


Format:


 FORMCHECKBOX 
 As an Encrypted File (define method):       


 FORMCHECKBOX 
 Other (describe the means-  i.e. coded data set w/o direct identifiers and key stored separately and re-identified only when in use):      .
3.  Storage and Security Measures for Research Data
a. In what format/media will research data be maintained (Please mark all that apply)?

 FORMCHECKBOX 
 Paper   FORMCHECKBOX 
 Electronic   FORMCHECKBOX 
 stored specimens  FORMCHECKBOX 
 recording media

b. Electronic data. Please mark all that apply. 

 FORMCHECKBOX 
 De-identified data only (i.e., no personal identifiers, including 18 HIPAA identifiers, are included with or linked to the data)

 FORMCHECKBOX 
 Password access

 FORMCHECKBOX 
 Coded, with a master list secured and kept separately

 FORMCHECKBOX 
 Encryption software will be used.  Specify encryption software:      
 FORMCHECKBOX 
 Secure network server will be used to store data. Specify secure server:      
 FORMCHECKBOX 
 Stand alone desktop/laptop computer will be used to store data

 FORMCHECKBOX 
 Not connected to server/internet

 FORMCHECKBOX 
 An organization outside of the UIC covered entity will store the code key. The organization will have a business associate agreement with UIC (attach documentation). 

 FORMCHECKBOX 
 Other (specify):      
 FORMCHECKBOX 
 Not applicable

c. Hardcopy data, recordings and specimens. Please mark all that apply. 

 FORMCHECKBOX 
 De-identified data only (i.e.,  no personal identifiers, including 18 HIPAA identifiers, are included with or linked to the data)
 FORMCHECKBOX 
 Data coded by PI or research team with a master list secured and kept separately. 

 FORMCHECKBOX 
 Locked file cabinet

 FORMCHECKBOX 
 Locked office/lab 

 FORMCHECKBOX 
 Locked suite

 FORMCHECKBOX 
 Locked refrigerator/freezer 

 FORMCHECKBOX 
 Specimens coded by PI or research team with a master list secured and kept separately

 FORMCHECKBOX 
 Other (specify):      
 FORMCHECKBOX 
 Not applicable

d. Indicate below whether data will be hosted at any time, even temporarily, on electronic portable devices (e.g., laptops, PDAs, smart phones, mp3 players, external hard drives).  Note: only the “minimum data necessary” should be stored on portable devices. 

 FORMCHECKBOX 
 Personal or private identifiable data WILL NOT be stored on portable devices.

 FORMCHECKBOX 
 Personal or private identifiable data WILL be stored on portable devices. Note: PHI stored in this manner must be encrypted.
Rationale for keeping personal or private identifiable data on electronic portable devices:      
e. Indicate the physical location for data (all formats/media) storage (specify):      
4. 
Sharing of Research Data
a. Other than UIC investigators and research staff noted on the protocol application, indicate who will have access to the data or specimens during the course of the research study. (Check all that apply)
 FORMCHECKBOX 
 Statistician. Specify:      
 FORMCHECKBOX 
 Colleagues (s) / Collaborators. Specify:      
 FORMCHECKBOX 
 Other Research Laboratory(ies). Specify:      
 FORMCHECKBOX 
 Data Coordinating Center. Specify:      
 FORMCHECKBOX 
 Consultants. Specify:      
 FORMCHECKBOX 
 Data, Tissue, or Specimen Repository(ies): Specify:      
 FORMCHECKBOX 
 Sponsor / Funding Agency. Specify:      
 FORMCHECKBOX 
 Other. Specify:      
b. How the data will be shared or disclosed?

 FORMCHECKBOX 
 Without any identifiers.

 FORMCHECKBOX 
 With identifiers*

 FORMCHECKBOX 
 With a linked code* 

Identify who will have access to the code key      
 FORMCHECKBOX 
 Limited Data Set (requires a data use agreement)

 FORMCHECKBOX 
 Limited data set as described above without zip code and birth date (requires a data use agreement)

*NOTE: In this format if PHI will be shared, the Authorization must specifically note who data will be shared or disclosed.

c.  Describe how data will be transferred (e.g. courier, mail) or transmitted electronically to prevent unauthorized access (check all that apply)

 FORMCHECKBOX 
 Overnight courier

 FORMCHECKBOX 
 US Postal Service

 FORMCHECKBOX 
 Transmitted over a secure network. Specify:      .

 FORMCHECKBOX 
 Transmitted over a public network.  PHI must be encrypted, Specify encryption:      
 FORMCHECKBOX 
 Via e-mail. PHI must be encrypted. Specify encryption:      
 FORMCHECKBOX 
 Other. Specify:      
 FORMCHECKBOX 
 Not Applicable

Note: Telefaxing of identifiable data is not allowed.
Any state or federal agencies who will have specific rights to access the research data  (for example: FDA, NIH, NCI, Auditors from UIC or the State of Illinois, Government Accounting Office [GAO] for VA research should be listed on the consent document and , if applicable, authorization. 

Please note: The UIC OPRS/IRB and Auditors from UIC or the State of Illinois always have the right to inspect research records for research conducted at UIC, and should be  listed  in the consent document and the HIPAA authorization documents. 

6.
Indicate when destruction/removal of identifiers is planned.  This should occur at the earliest opportunity.

 FORMCHECKBOX 
 End of study

 FORMCHECKBOX 
       years after study completion

 FORMCHECKBOX 
 Other (specify)      
The consent document must describe if and how the date will be de-identified or destroyed, or if identifiers will be maintained.  
Note: If VA research, destruction of identifiers is prohibited.

7.  Planned Data/Specimen Retention/Disposition at Study Completion
After the Study is completed, if the personal or private information will either be kept with the data and/or specimens, or data or specimens will be coded, please provide the following information. (Check all that will apply)

 FORMCHECKBOX 
 All data files will be stripped of personal or private identifiers and/or the key to the code destroyed. 

 FORMCHECKBOX 
  The de-identified data will be maintained indefinitely under the supervision of the Principal Investigator.  Explain:      
 FORMCHECKBOX 
 The de-identified data will be added to an existing data bank/repository.   Explain and specify principal investigator, protocol and protocol number:      
 FORMCHECKBOX 
  All specimens will be stripped of personal or private identifiers and the key to the code destroyed.

 FORMCHECKBOX 
  The de-identified specimens will be maintained indefinitely under the supervision of the Principal Investigator.  Explain:      
 FORMCHECKBOX 
 Specimens will be added to an existing IRB-approved bank/repository.   Explain and specify principal investigator, protocol and protocol number:      
 FORMCHECKBOX 
  Audio or video recordings will be transcribed and then destroyed or modified to eliminate the possibility that study participants could be identified

 FORMCHECKBOX 
  Personal or private identifiers and/or codes linking the data and/or specimens to identifiers will be maintained in a secure manner only to fulfill Sponsor agreement and/or regulatory requirements, but no future research will be conducted.   Explain and specify the custodian:      
 FORMCHECKBOX 
 Personal or private identifiers and/or codes linking the data and/or specimens will be maintained for future research purposes. 

 FORMCHECKBOX 
  The coded data/specimens will be maintained indefinitely under the supervision of the Principal Investigator.  Explain and specify principal investigator, protocol and protocol number:      
 FORMCHECKBOX 
 The Principal Investigator will maintain the master link and the data/specimens will be added to an existing IRB-approved bank/repository.  Explain and specify principal investigator, protocol and protocol number:      
 FORMCHECKBOX 
Other (list here):      
Note: IRB review is required of all data/tissue banks/repositories established for research purposes.

D. Please describe any provisions for providing medical care to subjects in case of an accident, injury, or complications related to the research procedures.      
NOTE: If the research involves no more than minimal risk, this portion of the consent document/application may not be applicable.

Is the language explaining provisions for medical care in the consent document?    

  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

E.  Does the research protocol have a data and safety monitoring plan?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Please note: NIH policy requires that some grantees, including all those using the CRC, have a data and safety monitoring plan which has been reviewed and approved by the IRB. The data and safety monitoring plan may include the establishment of a Data Safety Monitoring Board (DSMB) or Data Monitoring Committee (DMC).

If the Investigator is planning to conduct this research study using the CRC, then please skip to question 2 and complete the Data and Safety Monitoring Plan (DSMP) in Appendix G.  Both the IRB and CRC Scientific Advisory Committee (SAC) will review the DSMP in Appendix G.

1.  If YES, please describe the data safety monitoring plan in detail here:

     
If NO, please describe the methods to be used in this study to monitor the ongoing safety of the subjects (for example: sponsor medical monitor, AE reporting, protocol specific safety features like stopping rules, etc.).

     
2.  Will there be a data safety monitoring board (DSMB)/ Data Monitoring Committee (DMC) assigned to this study?   FORMCHECKBOX 
 No   FORMCHECKBOX 
  Yes

If YES, describe the DSMB/DMC structure and meeting plan (for example: how often they will meet) and how the findings will be reported back to the individual investigators and the IRBs.  

     
3.  Is this a multi-center trial AND is UIC and/or JBVAMC the lead site or serving as the data coordinating center?  FORMCHECKBOX 
 No   FORMCHECKBOX 
  Yes

If YES, describe the plan for managing and communicating the following information among the multi-center sites:      
· Unanticipated problems involving risks to subjects or others

· Interim results  

· Protocol modifications 

F.  Will you be applying for a Certificate of Confidentiality?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

If YES, please include this information (as well as any exceptions — for example: mandatory reporting, threats of self-harm) in the consent document.  When the IRB approves your research, submit a request for a Certificate of Confidentiality to the appropriate federal agency. After you receive the Certificate of Confidentiality, you must submit an Amendment to the IRB and receive IRB approval.  Research subjects may only be enrolled after IRB approval of the Amendment and Certificate of Confidentiality. Please refer to the section on Certificate of Confidentiality on the OPRS website: http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/policies/index.shtml
XV. Recruitment of Subjects

A.  How will potential subjects be initially identified for this research study?  
 FORMCHECKBOX 
 Own Clinical Practice (face to face)                           FORMCHECKBOX 
 Psychology Student Subject Pool

 FORMCHECKBOX 
 Registry or bank (either specimens or data)              FORMCHECKBOX 
 Records (e.g.: medical, employment, school)
 FORMCHECKBOX 
 Subject responding to flyer or other advertisement    FORMCHECKBOX 
 Other (specify):      
B.  Initial Contact

Indicate who will make the initial contact with the potential subjects for the purpose of recruiting them for the research.

 FORMCHECKBOX 
 Principal Investigator          FORMCHECKBOX 
  Research Coordinator       FORMCHECKBOX 
   Co-Investigator   

 FORMCHECKBOX 
 Other Key Research Personnel – specify:      
C.  Describe how, where, and when subjects will be recruited for the research       
Please note that recruitment of subjects at JBVAMC must not occur until approved by the JBVAMC R&D Committee.

D. Recruitment Materials
Check all materials that will be used for recruitment.  See the UIC requirements for recruitment materials available on the OPRS web site: (http://www.research.uic.edu/protocolreview/irb/policies/0233.pdf).
	 FORMCHECKBOX 
 No recruitment materials will be used
	 FORMCHECKBOX 
 Mass Mailing

	 FORMCHECKBOX 
 Ad (print)
	 FORMCHECKBOX 
 Physician letter

	 FORMCHECKBOX 
 Ad (radio-provide script, then tape)
	 FORMCHECKBOX 
 Patient letter

	 FORMCHECKBOX 
 Ad (TV- provide script, then video)
	 FORMCHECKBOX 
 Physician referral

	 FORMCHECKBOX 
 Internet – UIC
	 FORMCHECKBOX 
 Telephone script (for response to ad)

	 FORMCHECKBOX 
 Internet - Other
	 FORMCHECKBOX 
 Recruitment script (to aid in consent process)

	 FORMCHECKBOX 
 Information sheets (before study)
	 FORMCHECKBOX 
 Brochure

	 FORMCHECKBOX 
 Information sheets (during study)
	 FORMCHECKBOX 
 Flyer

	 FORMCHECKBOX 
 E-mail notice
	 FORMCHECKBOX 
 Other: specify      


E.  Compensation and Costs of Participation
Please see the OBFS website for guidelines regarding payment options (for example: cash, gift cards, etc.) and OBFS documentation required for payment to subjects: http://www.obfs.uillinois.edu/manual/central_p/sec8-10.html#dd
1. Will subjects receive any compensation (for example: money, gifts, or gift certificates) before, during, or after participation in the study? 

 FORMCHECKBOX 
 No  If NO, please go to number 4.  

 FORMCHECKBOX 
 Yes. If YES, please indicate the type of compensation. Please note: This information must be outlined in the consent document.

 FORMCHECKBOX 
 Monetary (total amount: $     )     FORMCHECKBOX 
 Non- Monetary          FORMCHECKBOX 
 Both
2.   If compensation will be given, please describe whether it is compensation for travel expenses, for time, for both, or for something else:

 FORMCHECKBOX 
 For travel expense    FORMCHECKBOX 
  For time    FORMCHECKBOX 
  For both    FORMCHECKBOX 
 Other:      
3. Describe in detail how and when compensation will be provided:      
a. Will subjects be compensated per visit and/or will their compensation be pro-rated?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 

b.If YES, please provide detail regarding the compensation per visit and/or pro-ration schedule:      
4. List what research-related expenses a). are provided for free and b). are not being covered by the research (e.g., research-related procedures, additional clinic visits, longer hospitalization period or extra tests related to the research).  Include estimated amounts for any expenses not being covered, if possible:      
Please note: This information must also be included in the cost section of the informed consent document.
XVI. Procedures to Obtain Informed Consent/Assent
	Please indicate all of the types of consent processes to be used in the research, and submit copies of all relevant documents with this application.  

	 FORMCHECKBOX 
 Prospective Written Informed Consent
	 FORMCHECKBOX 
 Parental Permission*

	 FORMCHECKBOX 
 Waiver of Informed Consent 
	 FORMCHECKBOX 
 Waiver of Parental Permission*

	 FORMCHECKBOX 
 Waiver of Documentation of Consent 
	 FORMCHECKBOX 
 Assent – Written *

	 FORMCHECKBOX 
 Alteration of Consent 
	 FORMCHECKBOX 
 Assent – Verbal *

	
	 FORMCHECKBOX 
 Waiver of Assent


* Submit Appendix B or Appendix V
A. Please indicate whether the Principal Investigator will personally perform the consent process, including the documentation of informed consent and/or assent, or whether the PI will retain responsibility for overseeing this process but delegate the authority to perform these duties to others:
 FORMCHECKBOX 
 Only the PI will obtain consent    FORMCHECKBOX 
 PI and Delegates will obtain consent 

 FORMCHECKBOX 
 Only Delegates will obtain consent

If the PI will allow delegates to obtain informed consent, please submit a list of individual delegate names, or delegate titles, who will be designated to obtain consent.  Please note that these persons must be listed as Key Research Personnel and include a description of the training that will be required or given to these persons prior to their participation in this research.

     
B.  Please indicate whether informed consent will be obtained using procedures and documents in a language understandable to the subject and/or parents, guardian or LAR.

     
Please note that a “short form” and translation process may be used when the enrollment of a limited number of non-English speaking subjects could not reasonably have been anticipated  and a fully translated consent document is not available. For information about the short form, please refer to the OPRS website at: http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/index.shtml. Prior IRB approval is required before enrollment of a subject who speaks a language that was not anticipated by the protocol.
C. Please identify where and when informed consent will be obtained from potential subjects.
     
D. Please discuss whether there will be any waiting period between informing the prospective subject and obtaining consent, (e.g., does the research require consenting of potential subjects in the ER immediately after diagnosis of an MI or a terminal illness?).
     
E.  Please describe the steps taken to minimize the possibility of coercion or undue influence.
     
XVII. Request for Waiver of Consent, Alteration of Consent, or Waiver of Documentation
An IRB may (1) approve a consent process that does not include, or alters, some or all of the elements of informed consent, or (2) the IRB may waive the requirement to obtain written consent (called a waiver of documentation), or (3) the IRB may waive the requirement to obtain informed consent entirely. In order to make these determinations, the IRB must ensure that the Federal requirements for each waiver/alteration criterion are met and justified for the specific research protocol.

A. Are you requesting a waiver of informed consent or an alteration of consent under 45 CFR 46.116 (d) for all or part of the research?   
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 

If YES are you requesting a:
 FORMCHECKBOX 
 Waiver for all of the research    FORMCHECKBOX 
 Waiver for recruitment purposes    FORMCHECKBOX 
  An alteration of consent
· If a waiver or alteration is not being requested, then please proceed to question D below in the application.
· If you are requesting a waiver or alteration of consent, proceed to question B below.
· If you are requesting an alteration, also complete question C.
In order to apply for a waiver or alteration of consent, you must provide protocol specific justification for the four following criteria. A waiver may be requested for the entire study or for only one portion of the research (for example: a waiver of informed consent may be requested to identify potential research subjects from medical records, but informed consent may still be required for the later enrollment of the subjects for research participation – called a waiver for recruitment purposes). NOTE: If you are requesting a waiver of consent and accessing PHI, a waiver of authorization is probably also required.
B. 1.  Please provide a written explanation as to why you believe the proposed research (or portion of the research) will present no more than minimal risk to the subjects who participate:
     
2.  Please explain whether or not a waiver or alteration of informed consent would adversely affect the rights and welfare of subjects:
     
3.  Please explain whether or not it would be possible to conduct this research without a waiver or alteration of informed consent:
     
4.  Please explain your plans, when appropriate, for providing any pertinent information to the subjects at a later date (e.g., after their participation in the study):
     
C.  If you are requesting an alteration of consent, please describe in detail how you wish to alter the consent process and justify the need for this alteration.
     
Please note: Waiver of consent, alteration of consent, and waiver of documentation are all separate processes.  For additional information, please refer to the OPRS website at: http://tigger.uic.edu/depts/ovcr/research/protocolreview/irb/index.shtml.
D.  Are you requesting a waiver of documentation of informed consent under 45 CFR 46.117 (c)?
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 
If YES, please indicate which of the following justifications is being used to request a waiver of documentation and then provide protocol specific justification for the waiver under either criteria:
 FORMCHECKBOX 
 The only record linking the subject and the research would be a signed consent document, the principal risk or harm of the research would be a breach of confidentiality, and each subject will be asked whether they want documentation linking themselves and the research and the subject’s wishes will govern.  

Explanation:      
 FORMCHECKBOX 
 The research involves no more than minimal risk or harm to the subject and involves no procedures for which written consent is normally required outside of the research context.

Explanation:      
If documentation of informed consent is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research, which contains all the elements of informed consent. Please provide such a written document for review and label it “Subject Information Sheet”. Be sure that the document has a footer with version number and date.

XVIII. CONTACT INFORMATION

Who should be the primary person contacted (for example, Research Coordinator) by OPRS if further information about this protocol is needed? This person may be someone other than the PI or other individuals listed as key research personnel (i.e., Administrative Coordinator).

Do you wish to grant this individual RiSCWeb access to this research protocol?   

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Name (Last, First)

     
	Title

     

	E-mail Address

     
	Date

     

	Phone Number

     
	Fax Number

     


Have you used any services provided by the UIC Center for Clinical and Translational Science (CCTS) on this protocol?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
Would you like to give the CCTS coordinators access to this protocol in RiSCWeb for tracking and facilitation purposes?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

Do you agree to have this research listed on the UIC research directory (web page)?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes 
If YES, please submit the following:
Title:      
Investigator Name:      
Three (3) Keywords describing the research:      
Contact Information for further information (if different from contact information given immediately above):

      

INVESTIGATOR ASSURANCE
I certify that the information provided in this application is complete and correct.  I understand that as Principal Investigator, I am ultimately responsible for the protection of the rights and welfare of human subjects and the ethical performance of the research.  I agree to comply with all applicable UIC policies and procedures, and applicable federal, state and local laws.  I also agree to the following:

· The research will only be performed by qualified personnel as specified in the approved research application and/or protocol,

· No changes will be made to the research protocol (except when necessary to eliminate apparent immediate hazards to the subject), or the consent process (if one is required) without prior approval by the UIC IRB, 

· Legally effective informed consent/assent will be obtained from all human subjects, unless this requirement is waived by the UIC IRB, using only the recruitment materials and informed consent/assent documents that have been approved by the UIC IRB.  The potential benefits of participation will not be overstated and reasonably anticipated risks will not be minimized.  Subjects will be asked open-ended questions to try and ensure adequate comprehension of the information so as to allow for truly informed consent to participate.

· Unanticipated problems involving risks to subjects or others (including adverse events), other reportable events, and subject complaints will be reported to the UIC IRB in a timely manner.

I certify that I have completed the required educational program on ethical principles and regulatory requirements in Human Subject Protections.  I further certify that the proposed research is not currently underway and will not begin until IRB approval has been obtained.

Principal Investigator Signature _____________________________________DATE____________________

Name printed:  _________________________________________________

FACULTY SPONSOR* ASSURANCE

*The faculty sponsor must be a member of the UIC faculty.  The faculty member is considered the responsible party for legal and ethical performance of the project.

By my signature as sponsor on this research application, I certify that the student, fellow, or resident is knowledgeable about the regulations and policies governing research with human subjects 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 will ensure that the Principal Investigator promptly reports unanticipated problems involving risks to subjects or others (including adverse events), other reportable events, and subject complaints to the UIC 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 UIC IRB by letter of such arrangements, and

· I insure that the investigator has completed the required educational program on ethical principles and regulatory requirements and will complete all required continuing education.

· I further certify that the proposed research is not currently underway and will not begin until approval has been obtained from all the appropriate committees. 

· I will ensure that the Principal Investigator submits a Final Report upon completion of the research. In the event that the Principal Investigator is unable to do so, I accept the ultimate responsibility for submission of the Final Report closing the research study.

Faculty Sponsor Signature_______________________________________Date______________

Name printed:  _________________________________________________

DEPARTMENT HEAD* SIGNATURE

*If the Department Head is the Principal Investigator or any of the Co-Investigators, the Department Head’s superior (for example: Dean), must sign in place of the Department Head.

As department head (or signatory official), I acknowledge that this research is in keeping with the standards set by our department and I insure that the Principal Investigator has met all departmental requirements for review and approval of this research.

By my signature as department head (or signatory official) on this research application, I certify that the Principal Investigator has the training and expertise to conduct research at UIC and that the research meets the standards of the specific discipline, as well as the standards and guidelines of any relevant  professional organizations, societies, or licensing bodies.

Department Head Signature_______________________________________________________Date___________

Name printed:________________________________________________________________
[image: image1.jpg]









Page 1 of 25

 OVCR Document #0200
Page 25 of 25

 OVCR Document #0200

[image: image3.jpg]


