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ETHICS COMMITTEE APPLICATION LETTER FORMAT

________________________________________________________________________________


To 











The Chairperson                                                                                
 
Date: 

Institutional Review Board (IRB/IEC)




       
          

Address:

Phone. No

Fax. No

File Ref. No: 

Subject: 

Version No. ________
Date_________      (Protocol Issue Date)______________








Study Title: __________________________________________________

Name of the Study Sponsor: 

Dear Sir/Madam,

I wish to inform you that I would like to conduct a clinical study titled as above on behalf of the sponsor.

Please find the following documents for the above-mentioned study for your perusal: 

1.0
 
Study Protocol (Version No. & Date)
2.0 
Subject Information and Informed Consent Form (English & vernacular language) 
(Version No. & Date)

3.0
 
Information on the investigational product IB/SmPC. (Package Insert) 


(Version No. & Date)

4.0

Updated CV of the Investigator (If required)

5.0
 
Declaration of the Investigator (If required)

6.0

Case Report Form (Version No. Date)

7.0

Regulatory Approval (If required)
8.0

Insurance policy

9.0

written information sheet to be provided to subjects, any safety information, 
information about, payments and compensation available to subjects.
I request you to review the above documents in the IRB/IEC meeting and kindly communicate your decision to me at the earliest. If you need any additional information /clarification, please let me know by email/fax.

Yours Sincerely

__________________
Investigator sign & date 
                                                                                 
________________________________________________________________________________
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