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DSRB STUDY AMENDMENT COVER NOTE

	Changes to research may not be initiated prior to DSRB approval except as necessary to eliminate apparent immediate hazard to subjects here for amendments must be approved by the DSRB prior to implementation (According to the SGGCP guidelines section 4.5.2)


	DSRB Reference Number: 
	 FORMDROPDOWN 
 / 00 / 000

	Protocol Title:
	Text Field

	Are there any amendments to the Consent form?

   FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If ‘Yes”, please submit a copy of the revised document with the changes highlighted as well as a “clean” copy of the revised document. 

What is the Version number and Version Date of the revised Consent Form?

Version number: Text Field
   Version Date: Text Field


	Are there any amendments to the Study Protocol?

   FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If ‘Yes”, please submit a copy of the revised document with the changes highlighted as well as a “clean” copy of the revised document.

What is the Version number and Version Date of the revised Study Protocol?

Version number: Text Field
   Version Date: Text Field


	Are there any other amendments being made to the Study?

   FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If ‘Yes”, please submit a copy of the revised document(s) with the changes highlighted as well as a “clean” copy of the revised document (if applicable). 

What is the Version number and Version Date of the revised document(s)?

Version number: Text Field
   Version Date: Text Field


	IMPORTANT: Please use the following format for each amendment:-

· Amendment Category*

· Name of amended study document

· Location of Amendment (Item, Page number, paragraph)
· Original Text
· Revised Text
· Rationale for amendment 
*Amendment Category
Category A – Major Amendment: Changes to the protocol that affect the risk benefit ratio.
Category B – Minor Amendment: Changes to the protocol that do pose no increase in risk more than minimum risk or addition of procedures that qualify for expedited review. (eg: Change in Study Team, Study Sites etc)
Category C: Administrative Amendment: Change in addresses, contacts, etc, and correction of typographical and grammatical errors; Translated study documents verified with a translation certificate.


	Amendment Details:-
Text Field


	Will the enrolled study participants be informed of these changes?

 FORMCHECKBOX 
 No




 FORMCHECKBOX 
 Yes
If ‘No’, please justify why enrolled Study Participants will not be informed of these changes.:
Text Field


	Will the enrolled study participants be re-consented?
 FORMCHECKBOX 
 No




 FORMCHECKBOX 
 Yes

If ‘No’, please justify why enrolled Study Participants will not be re-consented.:
Text Field


	Principal Investigator’s Signature

	___________________________________

________________________

Principal Investigator’s Signature

Date

Full Name:
Text Field
Institution:

 FORMDROPDOWN 

Department:
Text Field
Telephone:
Text Field
Email:
Text Field



This Page is for information only and need not be submitted
Submission of Protocol Amendments to the DSRB
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DSRB Submission Requirements for Protocol Amendments: 

Each set of protocol amendment for review must contain the following documents:-

1. DSRB Protocol Amendment Cover Note

2. The amended document(s) with all changes highlighted.

3. The clean copy of the amended document(s).

In addition, the following number of copies must be submitted to the DSRB:-

· For PI Initiated Studies – 1 original and 1 soft copy

· For Industry Sponsored Studies – 1 original, 2 copies and 1 soft copy
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DSRB Submission Deadline for Protocol Amendments

Protocol amendments which require Full Board Review (ie: Category A – Major Amendments) will follow the same submission deadlines as new DSRB Applications. The submission deadline for the month’s Full Board Review is the first working day of that same month. Applications received after the deadline may only be reviewed in the following month’s Full Board Review.

Protocol Amendments for Category B and C may be submitted to the DSRB at any time, and will be reviewed according to the timeframe for an Expedited review DSRB Application.

DSRB Protocol Amendment Review Fees:

For studies which are initiated by NHG Staff, there is no charge for the ethics review of amendments to the study protocol.
For studies which are initiated by Industry / commercial entities, the following review fees will apply:-
· Subsequent Study Protocol Amendments after initial review - S$100 + prevailing GST (ie: S$107)
Payment is to be made by Cheque. Please make the cheque payable to "National Healthcare Group Pte Ltd" and submit the cheque together with your submission and the Sponsor’s Contact person (Name, Mailing address for receipt).


This Page is for information only and need not be submitted
The DSRB Domains

With effect from 1 April 2008, the DSRB Domain specialties are as follows:-


Study Amendment Form – Instruction Sheet, Version 1.0, 18 December 2008
OFFICIAL USE ONLY�
�
Doc Name : DSRB Study Amendment Cover Note�
�
Doc Number : 205-010�
�
Doc Version : 4�
Date : 01 Jun 2009�
�






DSRB Address:�
National Healthcare Group HQ – Research & Development Office (RDO)


Domain Specific Review Boards (DSRB)


No. 6, Commonwealth Lane, GMTI Building, 


Level 4, Unit 01/02, Singapore 149547�
�
DSRB Main Line: �
6471 3266�
General Email:�
rdo-dsrb@nhg.com.sg�
�
DSRB Fax:�
6496 6257�
Website:�
www.b2bresearch.nhg.com.sg�
�






Important: 	(1) Always download the Forms from our website to ensure that you are using the latest version.


                   	(2) Please do not bind your submissions. If necessary, please submit them in either 3inch Arch Files or ‘A4 Clear view folders’.


                  (3) 	All study documents must have a version number and/or version date. (eg: Version 1, dated 1 January 2007)








Important: The DSRB will be unable to release the Approval Letters if payment has not been received.








       DSRB Domain Administrators





A�
Domain Chair:�
Dr Sim Kang�
�
�
Coordinator:�
Dr Karabee Mukherjee	|   6496 6953   |   karabee_mukherjee@nhg.com.sg�
�
�
Asst Coordinator:�
Ms Fatimah Muneer        	|   6496 6976   |   fatimah_muneer@nhg.com.sg�
�
B�
Domain Chair:�
Dr Lee Soo Chin�
�
�
Coordinator:�
Ms Louise Goh		|   6496 6978   |   louise_gh_goh@nhg.com.sg �
�
�
Coordinator:�
Ms Felicia Wong		|   6496 6983   |   felicia_yx_wong@nhg.com.sg�
�
�
Asst Coordinator:�
Ms Siti Zawiyah		|   6496 6958   |   siti_zawiyah@nhg.com.sg �
�
C�
Domain Chair:�
Dr Goh Boon Cher�
�
�
Coordinator:�
Ms Sim Ee Ling		|   6496 6957   |   ee_ling_sim@nhg.com.sg�
�
�
Asst Coordinator:�
Mr Wenald Loh		|   6496 6954   |   wenald_wh_loh@nhg.com.sg�
�
D�
Domain Chair:�
A/Prof Low Yin Peng�
�
�
Coordinator:�
Ms Kelly Chan		|   6496 6959   |   kelly_yw_chan@nhg.com.sg �
�
�
Asst Coordinator:�
Ms Norsalleha Bte Salim	|   6496 6960   |   norsalleha_bte_salim@nhg.com.sg �
�
E�
Domain Chair:�
Dr Ng Swee Cheng�
�
�
Coordinator:�
Ms Leong Yuan Ting	|   6496 6955   |   yuan_ting_leong@nhg.com.sg �
�
�
Asst Coordinator:�
Ms Lisa Chew		|   6496 6956   |   lisa_xs_chew@nhg.com.sg�
�
NOTE: For Allied Health, Nursing & Para-clinical research protocols, please select the most appropriate Domain according to the main disease type/condition being studied. Do note that the DSRB may re-assign your application to another Domain upon preliminary review of your application.�
�
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