CCHHS Institutional Review Board, Hektoen Building Ste. 333, 627 S. Wood, (312)864-4820 Fax (312)864-9210

                                                                             ​​​​​​​​​​IRB #_________________
Submission for CCHHS IRB APPROVAL    ​      ______________________

         


                                                 Date
· IRB approval must be obtained prior to conducting any research involving human subjects (including tissue and specimens) at all affiliates within the Cook County Bureau of Health Services  

· This form must be typed

D-III. a INVESTIGATORS' ACKNOWLEDGMENT         
Complete for each investigator taking scientific responsibility for this project
1.                                                                                               
Typed name Responsible Investigator (Principal County Investigator)

_​​​_____________________________________________date_____________________________
Signature indicates: I have completed the CCBHS human subjects research training and 
I understand  that no changes may take place without prior IRB review and approval.
Financial  interest in this research (circle). NO  YES (IF YES, complete, Financial Interest Statement, form D-II)

Appointment, Department, Division                                  address                                       room
Phone (We must be able to reach you at this number)page             Fax                   Email address
2.

Typed name of Co-PI

_______________________________________________date____________________________
Signature indicates: I have completed the CCBHS human subjects research training. 

Financial  interest in this research (circle). NO  YES (IF YES, complete, Financial Interest Statement, form D-II)

Appointment, Department, Division                                   address

Phone                                                        Fax                    Email address

Use additional pages as necessary to list all persons  responsible for  this research.

3.

Typed name of Investigator

_____________________________________________date_________​​​​​​​_____________________
Signature indicates: I have completed the CCBHS human subjects research training. 

Financial  interest in this research (circle). NO  YES (IF YES, complete, Financial Interest Statement, form D-II)

Appointment, Department, Division                                 address

Phone                                                        Fax                   Email address

4.

Typed name of Investigator

______________________________________________date_____________________________
Signature indicates: I have completed the CCBHS human subjects research training. 

Financial  interest in this research (circle). NO  YES (IF YES, complete, Financial Interest Statement, form D-II)

Appointment, Department, Division                                  address

Phone                                                        Fax                   Email address

5.

Typed name of Investigator

_______________________________________________date__________________________
Signature indicates: I have completed the CCBHS human subjects research training. 

Financial  interest in this research (circle). NO  YES (IF YES, complete, Financial Interest Statement, form D-II)

Appointment, Department, Division                                   address

Phone                                                        Fax                   Email address

D-III. b ABSTRACT OF RESEARCH PROPOSAL
Title:

Sponsor and/or funding source:  Not Applicable is not an option. _____________________________
□  IF THIS IS A FEDERAL GRANT , PLEASE ATTACH SUMMARY OR METHODS SECTON.
	Indicate whether  Funds have been committed or whether this is in the Proposal phase.  F      P
Does this research involve an investigational drug or device?  Yes__IND/IDE#_________No____



Study objective:


Describe Recruitment procedure:

Design: /Intervention: 

Total number of subjects everywhere.________________ At County__________________

Inclusion/exclusion criteria:

 End points: (Outcomes to be measured)

Will interim data and safety monitoring be carried out during this study?      Yes_____No________

Multi-site Data Safety and Monitoring Board____________Name___________________________

Or describe Local plans:

Power calculation or rationale for sample size:

If enrollment will be restricted by gender, age, race/ethnicity, or language of the subject, provide a justification:

List Fellows, Residents or Students who will be participating in this project:
	Name
	Dept/Div
	Fellow
	Resident
	Student

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Has each completed the human subject research self-guided tutorial?    Y   N 
D-III. c  Description of Subjects: (Indicate number for each category, leave no blanks)
If study changes to include subjects not indicated, a revision must be approved prior to inclusion

Competent Adults…………………………………………………………………_____________

Pregnant Women (If included, complete D-IV PWS)……………………………._____________
Decisionally-impaired  or unconscious Adults
including persons in severe pain or receiving pain medication………………..​​​​______________

(Surrogate Consent for legal representative to be used must be submitted)

Employees………………………………………………………………………….______________

Minors (what age?)………………………………………………………………..______________

       If yes, Is this study minimal risk? 45CFR46.404                                                     Y     N
       Does this study hold a prospect of benefit to each subject? 45CFR46.405            Y    N
       Or, is this study for the benefit of the community? 45CFR46.406   ___________Y__N
        (complete CBS)

Wards of the State or Foster Children (complete-WS)…………………………_______________

       (wards may not be engaged in 45CFR46.406 research)
Detainees or identified records of detainees (complete DS)…………………….  _______________

        (persons on parole should be included)
What steps are taken to avoid coercion of vulnerable subjects:

Other vulnerable subjects (describe)………………………………………………______________
· Investigators wishing to enroll more research subjects than initially approved must submit a revision request in writing to the IRB Office.
· A Spanish and Polish version of the consent form is generally required for studies at John H. Stroger Jr. Hospital of Cook County or Fantus in which 5 or more subjects will be enrolled unless justified. 
· IRB must approve the inclusion of any new subject category not listed
D.III.d  Request for Waiver of Consent or Waiver of documentation. (optional)
Fill this out only if  (A) you plan to conduct research without consent  or (B) with verbal consent but no written documentation.
(A) I Request a Waiver of Consent: (optional)
(1) Does the research involve no more than minimal risk to the subjects?                         Y   N

(2) Does the waiver adversely affect the rights and welfare of the subjects?                        Y   N

(3) Can the research practicably be carried out without the waiver?                                     Y   N Explain: 
(4) Whenever appropriate, will the subjects be provided with additional pertinent information after participation e.g. if unconscious or deceived)?                                                                      Y   N/A
Or (B) I Request a Waiver of Documentation of Consent: (optional)
(1) Does the consent linking the subject and the research potentially harm the subject?     Y   N   

If yes,  each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or

(2) Does the research present minimal risk of harm to subjects and involve no procedures for which written consent is normally required outside of the research context?                                  Y   N
(3) I have attached the script for the oral informed consent procedure for this study.  Y   
(your waiver of documentation will not be considered without this script)
(C) I also request a Waiver of HIPAA authorization?  (with A or B)               Y    N

(1) Does the PHI disclosure present greater than minimal risk ?                                           Y   N
(2) Could the research be practicably done without the waiver?                                           Y   N

(3) Could the research be done without access to these particular data?                               Y   N
Additional discussion of waivers:
D-III. e  Request for Expedited Review (Optional, initial applicable) 
(include this form only if you are requesting expedited review)
See 45CFR§46.110 Expedited review procedures.
_________ Minimal risk: 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.
And (you must choose one or more of the following)
_______ (1) Clinical studies of drugs and medical devices where no IND or IDE is required. 
_______(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from healthy non-pregnant adults of >110 pounds :not to exceed 550 ml in an 8 week period. Or from other adults and children, considering the age, weight, and health of the subjects.
_______(3) Prospective collection of biological specimens for research purposes by noninvasive means.
_______(4) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. 
_______(5) Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis). 
_______(6) Collection of data from voice, video, digital, or image recordings made for research purposes.
_______(7) Research on individual or group characteristics or behavior or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies
Approval:                                                                                         IRB # ______________________

Signature of IRB Chair or Designee                                                Date:

Remarks:
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