
Sunway Medical Centre Independent Research Ethics Committee (SREC)


RESEARCH APPROVAL APPLICATION CHECKLIST

(Please send 3 copies (1 original and 2 photocopies) of the completed application forms with supporting documents and this checklist to: SREC Secretariat, c/o Sunway Clinical Research Centre, F-03-02, Sunway Geo Avenue, Jalan Lagoon Selatan, Bandar Sunway 47500 Petaling Jaya, Selangor
Tel: 03-8601 1072 Fax: 03-8601 1069)
	Title of research project
	[bookmark: Text1][bookmark: _GoBack]     

	Protocol number
	[bookmark: Text2]     

	Principal Investigator
	[bookmark: Text3]     

	Research site
	[bookmark: Text4]     

	Sponsor
	[bookmark: Text5]     



	Documentation
	Remark
	X  if attached and specify

	
	
	X
	Version
	Date

	Initial Submission Cover Letter
[bookmark: Text6]     
	Compulsory
	[bookmark: Check1]|_|
	[bookmark: Text29]      
	[bookmark: Text55]           

	Research Application Form (Form 1)
[bookmark: Text7]     
	Compulsory
	[bookmark: Check2]|_|
	[bookmark: Text30]        
	[bookmark: Text56]           

	Proposal / Project Description / Protocol
[bookmark: Text8]     
	Compulsory 
(Protocol is compulsory for clinical trials)
	[bookmark: Check3]|_|
	[bookmark: Text31]     
	[bookmark: Text57]           

	Investigator’s Brochure / Product Information Sheet
[bookmark: Text9]     
	Compulsory for clinical trials or research involving medical devices 
	[bookmark: Check4]|_|
	[bookmark: Text32]       
	[bookmark: Text58]           

	Investigator’s Curriculum Vitae
[bookmark: Text10]     
	Compulsory (signed & date)
	[bookmark: Check5]|_|
	[bookmark: Text33]           
	[bookmark: Text59]           

	Co-investigator(s)’ or Supervisor(s)’ Curriculum Vitae
[bookmark: Text11]     
	Compulsory if co-investigator(s) or supervisor(s) exist (signed & date)
	[bookmark: Check6]|_|
	[bookmark: Text34]           
	[bookmark: Text60]           

	Investigator(s)’ GCP Certificate
[bookmark: Text12]     
	If any
	[bookmark: Check7]|_|
	[bookmark: Text35]           
	[bookmark: Text61]           

	Company Profile
[bookmark: Text13]     
	Compulsory for research in collaboration with private companies
	[bookmark: Check8]|_|
	[bookmark: Text36]           
	[bookmark: Text62]           

	Advertising Material(s)
[bookmark: Text14]     
	If any
	[bookmark: Check9]|_|
	[bookmark: Text37]           
	[bookmark: Text63]           

	Data Collection Instrument(s)
[bookmark: Text15]     
	Surveys / Questionnaires /Interview schedules (if any) 
	[bookmark: Check10]|_|
	[bookmark: Text38]           
	[bookmark: Text64]           

	Subject Information Sheet (SIS)
*please refer ‘Informed Consent Form & Written 
 Subject Information Checklist’ (Checklist 2) as guidance
[bookmark: Text16]     
	Compulsory for clinical trials (please attach available translations)
	English
	[bookmark: Check11]|_|
	[bookmark: Text39]           
	[bookmark: Text65]           

	
	
	Bahasa Malaysia
	[bookmark: Check12]|_|
	[bookmark: Text40]           
	[bookmark: Text66]           

	
	
	Chinese
	[bookmark: Check13]|_|
	[bookmark: Text41]           
	[bookmark: Text67]           

	
	
	Other Languages
[bookmark: Text27]     

	[bookmark: Check14]|_|
	[bookmark: Text42]           
	[bookmark: Text68]           

	Informed Consent Sheet (ICF) 
*please refer ‘Informed Consent Form & Written Subject Information Checklist’ (Checklist 2) as guidance
[bookmark: Text17]     
	Compulsory for clinical trials (please attach available translations)
	English
	[bookmark: Check15]|_|
	[bookmark: Text43]           
	[bookmark: Text69]           

	
	
	Bahasa Malaysia
	[bookmark: Check16]|_|
	[bookmark: Text44]           
	[bookmark: Text70]           

	
	
	Chinese
	[bookmark: Check17]|_|
	[bookmark: Text45]           
	[bookmark: Text71]           

	
	
	Other Languages
[bookmark: Text26]     
	[bookmark: Check18]|_|
	[bookmark: Text46]           
	[bookmark: Text72]           

	Case Report Forms
[bookmark: Text18]     
	If any
	[bookmark: Check19]|_|
	[bookmark: Text47]           
	[bookmark: Text73]           

	Translation Certificate
[bookmark: Text19]     
	Compulsory for PIS and ICF attached in other languages (clinical trials)
	[bookmark: Check20]|_|
	[bookmark: Text48]           
	[bookmark: Text74]           

	Budget Allocation Sheet
[bookmark: Text20]     
	If any
	[bookmark: Check21]|_|
	[bookmark: Text49]           
	[bookmark: Text75]           

	Other Ethics Approval Letter
[bookmark: Text21]     
	If any
	[bookmark: Check22]|_|
	[bookmark: Text50]           
	[bookmark: Text76]           

	Institutional Approval / Letter of Support
[bookmark: Text22]     
	Compulsory for investigator-initiated study or student project
	[bookmark: Check23]|_|
	[bookmark: Text51]           
	[bookmark: Text77]           

	Letter of Indemnification
[bookmark: Text23]     
	Compulsory for industry-sponsored study 
	[bookmark: Check24]|_|
	[bookmark: Text52]           
	[bookmark: Text78]           

	Insurance Statement 
[bookmark: Text24]     
	Compulsory for industry-sponsored study
	[bookmark: Check25]|_|
	[bookmark: Text53]           
	[bookmark: Text79]           



Checklist 1	                                                                                             SMC-SREC-MANUAL-CHECKLIST01-VER2.0-EFFECTIVE31JULY2023

	[bookmark: bookmark=id.gjdgxs]Others, specify: 
[bookmark: Text25]         
	[bookmark: Text28]     
	[bookmark: Check26]|_|
	[bookmark: Text54]           
	[bookmark: Text80]           



