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UNIVERSITY HOSPITALS CASE MEDICAL CENTER
INSTITUTIONAL REVIEW BOARD FOR HUMAN INVESTIGATION

CHECKLIST FOR NEW PROTOCOL LIMITED TO CHART REVIEW and/or DISCARDED TISSUE 

[version 5/2007]

To qualify to use this form all the following criteria must be answered Yes: (otherwise use the N form)

(Yes    (No   The review uses charts at UHCMC and/or tissue from UHCMC (or from another entity where UHCMC IRB is the IRB of Record for the protocol).

(Yes    (No   The review is limited to “research involving materials (data, documents, records, or discarded tissue specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis).”

(Yes    (No   The study is not more than minimal risk to subjects.

This request is for: (both may be chosen if appropriate) 


( Chart Review


( Use of Discarded Tissue (Tissue removed after death is not subject to IRB regulations; however, HIPAA rules apply.)

1.  Protocol Title:

2.  Principal Investigator:


Name:


Department:


Address (Building/Room No. /Mailstop):


Telephone Number:


E-mail:

3.  Co-Investigator(s):

4.  If PI or a co-investigator is not a member of UHCMC staff or a faculty member of Case, who is the Responsible Investigator for this protocol? 

5.  Contact Person (if different from PI):



Name:


Department:


Address (Building/Room Number/Mailstop):


Telephone Number:


E-mail:

6.  Provide a short title to identify the protocol (no more than 25 characters):

   
____________________________________________________________

7.  Estimate the number of charts to be reviewed or tissue samples obtained:

In the 1st year                       
_______

For the completed protocol 
_______

STUDY POPULATION        - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

8. Human subjects involved are    [  ] Adults          [  ] Children – Ages___________

9. Does the study include the Charts or Discarded Tissue of any of the following Vulnerable populations. The protocol must justify the inclusion of these populations and describe in detail how their rights will be protected. (check all that apply)

[  ] Children (less than 18 years of age)

[  ] Fetuses or abortuses

[  ] Pregnant women

[  ] Normal volunteers

[  ] Student or House Staff under the supervision of investigators

[  ] Employees of UHHS or Case

[  ] Prisoners (Include a completed “Additional required Information for a Study that Includes Prisoners” form)

[  ] Residents in an institution

[  ] Severe acute illnesses associated with cognitive impairment (seizure, MI, on respirator, stroke, etc.)

[  ] Dementia

[  ] Mental retardation

[  ] Major psychiatric illness (schizophrenia, major depression, etc.)

9. Source of data for the study (check all that apply)

[  ] Charts from the practice of the investigator or from his or her Division or group

[  ] Charts from other physicians practices

[  ] Charts from the UHCMC record room

[  ] Tissue from the practice of the investigator or from his or her Division or group

[  ] Tissue from the Department of Pathology

[  ] Other   Explain _______________________________________________________________

10. How will data confidentiality be maintained? 
a. [  ] No identifying data or codes to identifying data will be kept in the data set.

b. [  ] No identifying data will be in the data set, but a unique code will link the data set to the identifiers.  

c. [  ] Identifiers will be included in the data set.

If choice b or c is checked complete the following:


Who has access to the identifiers? _______________________________________________________


How are the identifiers protected? _______________________________________________________


How long are the identifiers kept? _____________________________________________________ 

CONSENT, ASSENT AND HIPAA AUTHORIZATION       - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -(be sure to include a description of the Informed Consent Process and Assent process in the research plan - UHCMC IRB policies Protocol Submission Requirements; Informed Consent; and Assent from Children in Research Studies) 

All individuals listed in #11 and #12 must be certified in Human Subject Protection Regulations.

11. List names of study investigators who will obtain consent from subjects (if all, enter “all”)

       _________________________________________________________________________________

12. List anyone else who will obtain consent.  Explain in the protocol how they will be informed about the study.

       _________________________________________________________________________________

13. Types of subject consent used with this study. (check all that apply)

[  ] None (rationale for waiver of consent must be provided in the protocol)

[  ] Oral consent obtained in person

[  ] Oral consent obtained by telephone (submit script with the protocol)

[  ] Oral consent with information sheet given to subject

[  ] Written consent  

[  ] Written consent in a foreign language 

14. Does study include children         



    


        
[  ] Yes   [  ] No

If YES, indicate the Assent Plan below (check all that apply); if a waiver of assent (45 CFR 46.408) is requested, provide justification in the protocol.

[  ] Age less than 7 years – Assent not required and waiver of assent does not need to be requested.

[  ] Age 7 to 13 years

[  ] Waiver of assent.  If checked, is an information sheet given to the minor?  [  ] Yes   [  ] No

[  ] Oral assent by reading the assent form to the subject

[  ] Signed assent form

[  ] Age 14 to 17 years

[  ] Waiver of assent.  If checked, is an information sheet given to the minor?  [  ] Yes   [  ] No

[  ] Oral assent by reading the assent form to the subject

[  ] Signed assent form 

[  ] Signing the Parent’s consent form

15. Are you requesting:


Waiver of Consent/ Waiver of Parental Permission?   [  ] Yes   [  ] No  


(If yes, justify in the Research Plan)

Waiver of Assent?      [  ] Yes   [  ] No     (If yes, justify in the Research Plan)

16. Does this study collect, access, use, or distribute any Protected Health Information?  
 [  ] Yes   [  ] No

If YES, how are HIPAA privacy regulations met?

[  ] Privacy authorization language in the consent form

[  ] Separate subject authorization form


[  ] Requesting a waiver of subject authorization (If yes, please refer to Request for Research HIPAA Waiver)



Note: A waiver may be granted by the RPB in very limited instances.
[  ] Other _________________________________________________________________

17. Where will consent/authorization be obtained from study subjects?  (check all that apply)

        [  ] In UHHS affiliated facility

        [  ] In non-UHHS medical facility

        [  ] Outside of hospital/clinic setting

18. Enter the number of forms used in this study.


____ Consent form(s)


____ Translated consent form(s)


____ Assent forms(s)


____ HIPAA authorization form(s)


____ Information sheet(s) given to subjects

SUPPORT AND FINANCIAL INFORMATION          - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 

19. Sources of Support

        [  ] None

        [  ] Division/Department

        [  ] Federal

[  ] Awarded
[  ] Pending

        [  ] Foundation
[  ] Awarded
[  ] Pending

        [  ] Industry

        [  ] Other________________________________________________________________________

        Agency or Source




Grant/Contract/Protocol #

        _________________________________

_______________________________________

        _________________________________

_______________________________________

       Note:  One copy of the full protocol or grant is required with the IRB submission.

20. Reviewed by Grants and Contracts Office of UHCMC (844-5576).

        [  ] Approved Date______________

        [  ] In Process/Submission Date_____________                                                 

        [  ] Not applicable

21. Classification of protocol by type (check only one)

        [  ] Industry originated and sponsored multiple site study

        [  ] Multiple site federal or foundation sponsored study

        [  ] Investigator initiated with peer review by funding group

        [  ] Investigator initiated

        [  ] Other:   Explain _______________________________________

22. Does any investigator on the protocol (or any member of an investigator’s immediate family) have significant financial conflict of interest with the sponsor of the protocol?


 
[  ] Yes   [  ] No

Significant financial conflict of interest is defined as any of the following:

- Salary or payment for services exceeding $10,000 per year.  This does not include funds paid to the institution for the performance of this or other research protocols.

- An equity interest (stock, stock options, etc.)  with a fair market value over $10,000 or which represents more than 5% ownership (excludes holdings in mutual funds).

- Stock options that could be affected by the outcome of the study.

- Intellectual property rights (patents, copyrights, royalties, etc.).

- Any financial arrangement with the sponsor in which all or part of any investigator’s compensation is dependent on study outcome.

If, YES, describe in detail in the protocol and include in the consent form. 

ADDITIONAL APPROVAL REQUIREMENTS         - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 

23. Is this protocol cancer related clinical research to be done at UHCMC?  


[  ] Yes   [  ] No

If YES, approval by the Case Comprehensive Cancer Center Protocol Review Committee is required. 

Attach a copy of the approval. 

ADDITIONAL INFORMATION AND SIGNATURE       - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -- 

Attach a copy of the protocol/research plan (please refer to IRB Policy, Protocol Submission Requirements for guidance). Please ensure that the protocol includes a description of the chart review process with an emphasis on how a subject’s privacy will be protected and how the confidentiality of the data will be maintained. Also include all data collection forms; consent/assent documents; HIPAA Authorization or Research HIPAA Waiver Request (if applicable). The protocol submission must be reviewed by the Principal Investigator’s Department Review Committee prior to IRB submission.

After Department approval(s), send the original and one copy of the completed protocol and required attachments to the Office of Institutional Review, Lakeside - 1400, Mail Stop 7061.

In addition to the protocol/research plan be sure to include the following:

· This form as the first item of the protocol submission.

· Department(s) Research Review Committee approval sheet(s).

· Other review committee(s) approval sheet(s).

· Copy of all Consent Forms, Assent Forms (or justification for waiver request  in protocol/research plan) 

· Copy of HIPAA Authorization (or Request for Research HIPAA Waiver) 

· Copy of data collection forms.

· If the protocol is derived from a protocol or grant, please include 1 copy of the full protocol or grant.
	As Principal Investigator, I certify the following:



	(
	I have reviewed this protocol and acknowledge my responsibilities as Principal Investigator.

	(
	The information in this submission accurately reflects the proposed research.

	(
	I will not initiate this study until I receive written approval from the IRB.

	(
	I will promptly report to the IRB any unanticipated problems and adverse events, as well as any findings during the course of the study that may affect the risks and benefits to the subjects.

	(
	I will obtain prior written approval for modifications to this protocol, including but not limited to changes in procedures.

	(
	I am currently certified under the Research Compliance Education Program administered by Case or will achieve certification before starting chart review or tissue collection.

	(
	I accept responsibility for assuring adherence to applicable federal and state research regulations and hospital polices relative to the protection of the rights and welfare of the subjects enrolled in this study.

	(
	I am in full compliance with the UHCMC/Case policies on Conflict of Interest.

	(
	I understand that the UHCMC IRB operates under a Federal Wide Assurance (FWA) from the Department of Health and Human Services.

	(
	I understand that this study is subject to continuing review and approval by the IRB.

	(
	I have not submitted this protocol to any other IRB unless it is disclosed in the submitted protocol.


The Principal Investigator must read and agree to the above 11 statements and acknowledge by checking the boxes.

_____________________________________________________________________

Signature of Principal Investigator




    Date

_____________________________________________________________________

Printed Name of Principal Investigator




    
_____________________________________________________________________

Signature of Department Chairperson




    Date

Not needed on this form if the signature is on the Departmental Committee approval sheet.

For further information on preparing protocols, refer to the Policies and Procedures of the Institutional Review Board available at http://www.uhhospitals.org/tabid/1296/Default.aspx or call the Office of Institutional Review at (216) 844-1529.
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