
CT DPH Continuing Review Data Collection Form And Study Termination Form

Please attach a brief (1-2 paragraph) abstract of the research study summary, to address its specific aims, rationale and significance, experimental design and methods.  Also, please respond to each of the following requests for information.

A. General Information Relating to the Study

1.
Current Status (Check where applicable):  

(a.)
(  Active (still enrolling subjects)


(b.)
(  Closed to enrollment, but follow-up to subjects continues.


(c.)
(  Closed to enrollment, but analysis of identifiable/coded data continues.


(d.)
(  All research related activities completed.  Closure of file requested.


(e.)
(  Terminated (study ended before planned completion).  Date terminated: _____________________


Reason for termination : ______________________________________________________________

 ___________________________________________________________________________________
 If you checked (d.) or (e.) above, please provide the following information:



(  I have complied with the retention/destruction of data received as specified in the protocol.



Describe what was done with the data received: _________________________________________



________________________________________________________________________________



________________________________________________________________________________
2. Current date of the approved Protocol:   _________________

3. Current version date of the approved Informed Consent Form (if applicable)*:  _________________________
4. Current version date of the approved Assent Form (if applicable)*: __________________________________

5. Do you have a signed informed consent for each subject enrolled?


(
Yes
( No
( NA  (if no, please explain) ____________________________________________

6.
Do you have a signed research subject authorization for each subject enrolled?

(
Yes
( No   ( NA
 (if no, please explain) ___________________________________________

*Please attach

B. Subject Information Relating to the Study












Since Last
Combined











  Review
    Total 

1. Number of subjects accrued:





_________
_________
2. Number of subjects withdrawn/dropped:




_________
_________
3. Were there any serious adverse events? 


  (  Yes
   (  No


If yes, please explain:
__________________________________________________________________



_______________________________________________________________________________________

4. Were all events, problems, withdrawals, or complaints reported promptly to the HIC?

(
Yes
(
No   ( None observed   (If no, please explain in the space provided below:)


___________________________________________________________________________________________


___________________________________________________________________________________________

5. Summarize or provide an abstract of recent scientific literature (provide full citation), monitoring reports, preliminary results or other information that has become available since last HIC review that may affect the HIC’s deliberations about the risks or benefits associated with the research.

___________________________________________________________________________________________


___________________________________________________________________________________________


___________________________________________________________________________________________


___________________________________________________________________________________________

6. Describe any problems with or modifications to the research since last HIC review, e.g., change in research team members, subject recruiting; advertising; inclusion/exclusion criteria; protocol; informed consent; documentation of informed consent; privacy/confidentiality protections, safety monitoring.

___________________________________________________________________________________________


___________________________________________________________________________________________


___________________________________________________________________________________________


___________________________________________________________________________________________

7. Were all above-described modifications reviewed and approved by the HIC prior to implementation?

(
Yes
(
No (If no, please explain in the space provided below:)


___________________________________________________________________________________________


___________________________________________________________________________________________


___________________________________________________________________________________________


___________________________________________________________________________________________

8. _______________________________

       Date of Modification

Signature ____________________________________


Date ________________


  Principal Investigator Signature



Rev. 8/2/11
HIC #: _______    Title:_________________________________________________





PI: 					








