
             UNIVERSITY HOSPITALS CASE MEDICAL CENTER               CR

    INSTITUTIONAL REVIEW BOARD FOR HUMAN INVESTIGATION

      CHECKLIST FOR CONTINUING REVIEW OF APPROVED PROTOCOL

        [Version 5/2007]
1.  Protocol Title: 

2.  IRB Number:




Date current approval expires:

3.  Principal Investigator:


Name:


Department:


Address (Building/Room No./Mailstop):


Telephone Number:


E-mail:

4.  Co-Investigator(s):

5.  Contact Person (if different from PI):


 
Name:


Department:


Address (Building/Room No./Mailstop):


Telephone Number:


Email:

If the study includes only chart review and/or discarded tissue without any subject contact, do not use this form.  Use the form CR – Chart or Disc Tissue.
6.  This is:    [  ] Continuing Review with no changes in the protocol or consent form. (Changes previously approved by the IRB or updating UHCMC standard consent language does not count as change.)


       [  ] Continuing Review with the following changes: 

[  ] Protocol changes not previously submitted.  Identify the changes and the reasons for the changes.

Do changes increase subject risk?
    
 [  ] Yes   [  ] No

[  ] Consent/assent form changes not previously submitted (other than formatting and updated UHCMC standard research consent language).  Include a list of the changes or a copy of the consent/assent form with changes clearly identified.  Changes must be clear on a black and white copy.

Do changes increase subject risk?
    
 [  ] Yes   [  ] No

Will current subjects be re-consented?
    
 [  ] Yes   [  ] No

7.  Is this a multicenter study?   
 [  ] Yes   [  ] No


Number of sites enrolling subjects __________ 


Approximate number of enrolled subjects to date at all sites __________ 


Target number of subjects to be enrolled at all sites to complete the study __________ 

8.  Study enrollment at this site:

       a.  Total number of subjects that have been enrolled in the study


________

       b.  Number of new subjects enrolled in the year covered by this review

________

       c.  Number of subjects active in the study at the time of this review


________

       d.  Number of new subjects to be enrolled in the coming year


________ 

                 If none, is the study permanently closed to enrollment?  [  ] Yes    [  ] No

       e.  Target number of subjects to be enrolled to complete the study


________

9.   Attach a protocol abstract that includes a brief description of the research, including the study purpose and the aims and objectives. If the IRB does not have a copy of the current protocol (including any amendments), one must be provided with the submission. 
10. Attach a status report to describe the progress of the study since the last continuing review. The report must be informative and address each of the items listed below; and must include detailed information for each “yes” answer. Investigators are encouraged to limit the report to approximately 4 pages.  

a. Provide a summary of enrollment activity to include:

· The number of participants enrolled at the UHCMC site; at other sites; and since the last continuing review.
· The number of active participants
· The number of participants to be enrolled at the UHCMC site in the coming year.
· The number of participants who have withdrawn from the study and the reason for their withdrawal.

b. [  ] Yes   [  ] No
Have there been any adverse events; unanticipated problems involving risks to

                                participants or others; or protocol deviations (IRB Policy, Event Reporting - Adverse      

Events, Unanticipated Problems, and Protocol Deviations
). The IRB encourages the use of the Summary Log of Internal/External Adverse Events). For adverse events, the description should also include: 

· The seriousness of the events, i.e., death, serious, or non-serious.
· Whether the events were expected or unexpected.
· Whether the events were study related, possibly study related, not study related, or unknown relationship to the study.  
· Whether the frequency, severity or specificity of adverse events has changed.
· For external adverse events, a statement regarding whether the events affect the conduct of the research (e.g. risks; benefits; alternatives). 

c. [  ] Yes   [  ] No
Have there been any subject complaints? 
d. [  ] Yes   [  ] No
Have there been any problems associated with the recruitment of participants.
e. [  ] Yes   [  ] No
Are there any study findings, including results and publications? If YES, provide 
references to any abstracts or articles; and an assessment as to whether the risks and

benefits of the research have changed.
f. [  ] Yes   [  ] No
Have there been any relevant publications/data that would affect the risk/benefit ratio.
g. [  ] Yes   [  ] No 
Has a Data and Safety Monitoring Board/Committee; or Data and Safety 
Monitors’ reviewed this study since the last review. If yes, please provide reports and include interim findings and their recommendations.
h. [  ] Yes   [  ]No
Are there any trial reports from multi-center sites.
i. [  ] Yes   [  ]No
Has there been a change in investigator conflict of interest; including any previously  

                                unreported COI issues.
j. [  ] Yes   [  ]No
Were addenda approved since the last review?  

k. Provide a paragraph to describe the plans for the coming year.

11.  Are you requesting expedited review for this continuing review?


[  ] Yes   [  ] No

      
If YES, indicate the category that applies.

[  ] The remaining research activities are limited to data analysis.

[  ] The research is permanently closed to enrollment of new subjects; all subjects have completed all research related interventions, and the research remains active only for long-term follow up of subjects.

[  ] No subjects have been enrolled in the study since initial approval of the protocol at this or other sites, and no additional risks have been identified.

[  ] The original protocol was approved by expedited review.
12. Types of subject consent previously approved for this study (check all that apply)

[  ] None - Waiver of Informed Consent (45 CFR 46.116(d))
[  ] Oral consent obtained in person - Waiver of Documentation of Informed Consent 
    (45 CFR 46.117(c)(1)(2))
[  ] Oral consent obtained by telephone using script - Waiver of Documentation of Informed Consent 

     (45 CFR 46.117(c)(1)(2))
[  ] Oral consent with information sheet given to subject - Waiver of Documentation of Informed Consent 

     (45 CFR 46.117(c)(1)(2))
[  ] Written consent  

[  ] Written consent in a foreign language 

13. Does study include minors?
       


    


        
[  ] Yes   [  ] No

If YES, indicate the Assent Plan previously approved (check all that apply)
[  ] 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
14. 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
15.  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

[  ] The IRB has previously issued a waiver of authorization for this study

[  ] Not required because all Protected Health Information is collected in a foreign country

[  ] Not required because no new subjects will be recruited and no current subjects will be re-consented.

[  ] Other ____________________________________________________________

16.  Are changes requested to a previously approved HIPAA authorization form? 

[  ] Yes   [  ] No

       
If YES, include a list of the changes or a copy of the authorization form with changes identified.

17.  Are human subjects at more than minimal risk?




[  ] Yes   [  ] No

[Minimal risk means the probability and magnitude of harm or discomfort anticipated in research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examination or test.]


18.  Human subjects involved are [  ] Adults     [  ] Minors – Ages___________

19. Does study include minors?
          


    


  
[  ] Yes   [  ] No

If YES, provide Risk Assessment for research studies including minors.

[  ] Not greater than minimal risk (45 CFR 46.404)

[  ] Greater than minimal risk, but prospect of direct benefit to the subject (45 CFR 46.405)

[  ] Risk represents a minor increase over minimal risk

[  ] Risk represents more than a minor increase over minimal risk

      [  ] Greater than minimal risk, with no prospect of direct benefit to the subject but likely to yield

           generalizable knowledge about the subject’s disorder or condition (45 CFR 46.406) (Both parents

           must sign consent form.)

[  ] Risk represents a minor increase over minimal risk

[  ] Risk represents more than a minor increase over minimal risk (45 CFR 46.407) (Requires Federal review)
 20. Has the study previously been approved to include other Vulnerable populations or subjects with  

 compromised ability to give consent (check all that apply)


[  ] Fetuses or abortuses

[  ] Pregnant women

[  ] Neonates
[  ] Prisoners 

[  ] Student or House Staff under the supervision of investigators

[  ] Employees of UHHS or Case

[  ] Residents in an institution
[  ] Acute Cognitive Impairment (seizure, MI, on respirator, stroke, etc.)

[  ] Dementia

[  ] Mental Retardation

[  ] Major Psychiatric Illness (schizophrenia, major depression, etc.)

21.  Has there been any change in investigators?




[  ] Yes   [  ] No

Additions:

Deletions:

22.  Are there any additional individuals (not previously listed) who will obtain consent who are not study investigators? (Note: They must be certified in Human Subjects’ Protection.)   
[  ] Yes   [  ] No



If YES, list names.







23.  Is blood or tissue collected for genetic analysis?




[  ] Yes   [  ] No

24.  Is this a cancer related study?






[  ] Yes   [  ] No

If YES, has the Continuing Review been approved by the NCI Central IRB? [  ] Yes   [  ] No

      
    If YES, attach a copy of the NCI Central IRB approval letter.

25.  Is there an IND/IDE associated with the research? 




[  ] Yes   [  ] No

If YES, has the sponsor of the IND or IDE changed in the last year?    [  ] Yes   [  ] No

If YES, provide updated information (Sponsor, Number, etc.) 

26.  Has there been any change in funding or support in the past year?


[  ] Yes   [  ] No

27.  Sources of Support

        [  ] None

        [  ] Division/Department

        [  ] Federal


[  ] Awarded

[  ] Pending

        [  ] Foundation

[  ] Awarded

[  ] Pending

        [  ] Industry

        [  ] Other________________________________________________________________________

        Agency or Source




Grant/Contract/Protocol #

        _________________________________

_______________________________________

        _________________________________

_______________________________________

28. Does any investigator or research staff on the protocol (or spouse or dependent children of person making the disclosure) have any significant financial conflict of interest related to the research?  A financial interest is related to the research when: the interest is in the sponsor; or, the interest is in the product or service being delivered.


 


[  ] Yes   [  ] No


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

· Ownership interest, stock options, or other financial interest related to the research


greater than $10,000 when aggregated for immediate family.

· Ownership interest, stock options, or other financial interest related to the research


greater than 5% in any one entity when aggregated for immediate family.

· Ownership interest, stock options, or other financial interest related to the research


in whose value will be affected by the outcome of the research.

· Ownership interest, stock options, or other financial interest related to the research

in an entity whose value cannot be determined through publicly available prices (the price is not listed on the national stock exchange.)

· Compensation related to the research greater than $10,000 in the past year when


aggregated for family.

· Proprietary interest related to the research, including but not limited to, a patent,

   trademark, copyright, or licensing agreement.

· Board or executive relationship, regardless of compensation

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

The Vice President for Research and Technology will refer disclosed financial interests to the Case 

Conflict of Interest Committee for review.
Note:  If the IRB does not have a current copy of the protocol or grant associated with this IRB protocol, please provide 1 copy of the revised full protocol or grant with the IRB submission.

Include a copy of the current approved stamped consent form and an unstamped copy for stamping.  The consent form must be included even if the study is closed to enrollment.  

It is the responsibility of the Principal Investigator to keep a list of the names of subjects studied on this protocol.

Submit the completed Continuing Review to your Department Research Review Committee.

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.

_____________________________________________________________________

Signature of Principal Investigator




    Date

_____________________________________________________________________

Printed Name of Principal Investigator




   

_____________________________________________________________________

Signature of Department Chairperson




    Date

Not needed on this form if there is a signed approval form from a Department Research Review Committee.

For further information 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. 
Continuing Review, Version 5/2007 - Page 2 of 6

