CT DPH HUMAN INVESTIGATION COMMIITTEE

MODIFICATION REQUEST FORM

Principal Investigator:
     
DPH/HIC Number:
     
Protocol Title:
     
PLEASE FILL OUT THE FOLLOWING INFORMATION:

1.
How many subjects have been enrolled into this study to date?
     
2.
How many subjects are you anticipating enrolling into this study?
     
3.
Current status of the protocol:


 FORMCHECKBOX 
 remains ongoing (open to additional enrollment). 


 FORMCHECKBOX 
 remains ongoing (permanently closed to additional enrollment but subjects continue to 




undergo research-elated interactions).


 FORMCHECKBOX 
 remains ongoing (permanently closed to additional enrollment and all subjects have




completed protocol-related treatments/interactions but the research remains active for




long-term follow-up of subjects). Note: that the IRB considers long-term follow-up to be 




limited to review of medical records (i.e., information collected for clinical purposes) and 




checking for survival status either through contact with the subject or by a review of the 




National Death Index).


 FORMCHECKBOX 
 remains ongoing (the ONLY research activity is data analysis).

4.
Current date of the approved Protocol.
     
5.
Please include a copy of the Institutional Review Board (IRB) approval(s) from your institution and any institution(s) providing data as part of this research protocol.  If this is not possible, approval would be contingent on providing the DPH HIC with all relevant IRB approval(s).

	6.
Type of Modification  CHECK ALL THAT APPLY.


	 FORMCHECKBOX 
 Change in Procedure
	 FORMCHECKBOX 
   Add

 FORMCHECKBOX 
   Delete

 FORMCHECKBOX 
   Modify 

Attach copy of revised research methods/research plan, amendment, protocol, or investigator's brochure, as applicable.



	 FORMCHECKBOX 
 Change in Study Personnel
	 FORMCHECKBOX 
   Add

 FORMCHECKBOX 
   Delete

 FORMCHECKBOX 
   Modify 

Attach a list of added/deleted personnel including their role in the project.  CITI training certificate and a signed HIC Confidentiality Pledge must be submitted for added personnel(see attachment.)



	 FORMCHECKBOX 
 Change in Principal Investigator
	*New Principal Investigator:      
  Existing Principal Investigator:      
*Attach CITI training certificate, signed HIC Confidentiality Pledge and a current curriculum Vitae (limit to 3 pages).

	 FORMCHECKBOX 
 Change in Research Site
	 FORMCHECKBOX 
   Add

If adding an additional site, please attach IRB Approval from each site.

 FORMCHECKBOX 
   Delete

 FORMCHECKBOX 
   Modify 

Attach list of added/deleted sites.



	 FORMCHECKBOX 
 Change in Subject Enrollment
	 FORMCHECKBOX 
   Increase by:      
 FORMCHECKBOX 
   Decrease by:       
Resulting total to be enrolled:       


	 FORMCHECKBOX 
 Consent Change
	Attach a copy of the current approved consent document and a copy of the proposed document with changes highlighted. (Revise version date.)



	 FORMCHECKBOX 
 Advertisement
	Select all that apply and attach copies of the advertisement or the text of the announcement. If an audio/video clip, please provide the recording and copy of the script.

 FORMCHECKBOX 
 Newspaper
 FORMCHECKBOX 
 Radio Announcement

 FORMCHECKBOX 
 TV Advertisement

(Include Version dates)
 FORMCHECKBOX 
 Flyer or Brochure

 FORMCHECKBOX 
 Other -- specify type:

     


	 FORMCHECKBOX 
 Other Change
	Specify type:      


	7. Narrative Attachment 

	Attach a narrative summary of all proposed modifications with a description of how the modifications affect research risks and benefits. Also describe any event or new data that precipitated the change.  Provide supporting material as appropriate. 

      



	8.
Principal Investigator’s Signature





     



Date

HUMAN  INVESTIGATION  COMMITTEE (HIC)

CONFIDENTIALITY  PLEDGE

I recognize the importance of maintaining the confidentiality of identifiable health data collected by the Connecticut State Tumor Registry and other units of the Connecticut Department of Public Health (DPH), and of assuring the right to privacy of persons, facilities, and agencies which cooperate with the Registry and the DPH or participate in the DPH’s data collection efforts.  I also understand that the Registry and DPH are legally obligated to protect the privacy of public health information.  I have read the Connecticut State Statute Sec. 19a-25 and Sections 19a-25-1 through 19a-25-4 of the Regulations of CT State Agencies concerning confidentiality of records concerning morbidity and mortality and have been advised that DPH can take necessary action if a breach of confidentiality occurs.


I therefore pledge that I will NOT divulge the identity of patients, physicians, facilities, or agencies included in data obtained from the DPH with HIC approval with anyone other than:

· members of the Registry staff or other DPH unit from which the data are obtained or

· persons who are also approved for access to the data by DPH HIC and have also signed a DPH confidentiality pledge 

Date:  







Individual Pledging to Maintain Confidentiality
CHAIR, HUMAN INVESTIGATION COMMITTEE

Name 






Name 

DIANE D. AYE, MPH, Ph.D.


Title     







Address 





Signature:



SIGNATURES:

Individual Pledging to Maintain Confidentiality

 FORMCHECKBOX 

Registrar of Tumor Records


Connecticut Tumor Registry


 FORMCHECKBOX 

Other DPH unit Representative  









(specify unit)

Rev. 10/04/2011

