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ICH REGULATORY MEMBER APPLICATION FORM FOR REGIONAL HARMONISATION INITIATIVES REFERRED TO IN ARTICLE 11(2)
-
EXPEDITED PROCEDURE REFERRED TO IN ARTICLE 11(1) THIRD PARAGRAPH

I. Contact Details for the Applicant
	Name of Applicant Organisation:
	     

	Contact Person:
	[bookmark: Text1]     

	Title:
	[bookmark: Text2]     

	Address:
	[bookmark: Text3]     

	Phone:
	[bookmark: Text4]     

	Email:
	     



II. Authority

1.  Provide the relevant law/regulation that confers your authority legal personality. 	
[ref. Article 11.2(a)]
	
	     



2. Provide the relevant law/regulation/agreement that gives your authority responsibility to regulate pharmaceuticals for human use. [ref. Article 11.2(b) with additional information provided in section 1.1.2. of the Rules of Procedure of the Assembly]
	
	     



III.	Overlapping membership between the Regional Harmonisation Initiative and its individual members

Please note that you are recommended to liaise with your members about the representation of your region in ICH because membership of the RHI in ICH should not overlap with membership of individual members of that RHI as per Article 11(1)(e) of the Articles of Association. In addition, where the RHI is a Member in ICH, any long-term observership of individual members of that RHI should be avoided as per Article 11 (2)(g) of the Articles of Association and the Rules of Procedures of the Assembly (sections 1.1.3 and 2.2.1). 

3. a) Are any of the members of your RHI Observers in ICH? 
|_| Yes
|_| No

· If your answer is no, please note that there should be written documentation showing the support of your individual members of your membership application to ICH. This documentation may be in the form of (i) meeting minutes/record where your individual members give their agreement to your membership application or (ii) your individual members signing the statement in the Annex of this application form indicating their agreement with your membership application.

· If your answer is yes, please name the members of your RHI that are currently Observers of ICH: 

________________________________   (add the names)

· If your answer to a) is yes, please note that your membership application will not be considered admissible unless there is an intention to change the representation in ICH whereby you would become the sole representative of your region in ICH. In this case, your members should be in agreement with your membership application and those of your members that are currently Observers in ICH should also sign the statement included in the Annex of this Application form committing to withdraw their observership in ICH within two (2) months of your admission as a Member of ICH. Alternatively you should submit other written documentation, such as meeting minutes/records stating the commitment of those individual member(s) to withdraw its/their observership in ICH within this period. 

b) Are any of the members of your RHI Members in ICH? 
|_| Yes
|_| No

· If your answer is no, please note that there should be written documentation showing the support of your individual members to your membership application to ICH. This documentation may be in the form of (i) meeting minutes/record where your individual members give their agreement to your membership application, or (ii) your individual members signing the statement in the Annex of this application indicating their agreement with your membership application.

· If your answer is yes, please name the members of your RHI which are currently Members in ICH:

_____________________________________(add the names)

If your answer to b) is yes, please note that your membership application is not considered admissible because there should be no overlapping membership between the RHI and its individual members. Please note that you are recommended to liaise with your members about your representation in ICH and whether there is a wish to introduce a change in the existing representation. If there is agreement that the RHI should be represented as a Member in ICH rather than the individual members of the RHI, the latter should commit in writing that they will withdraw their membership in ICH within two (2) months of your admission as a Member of ICH. Alternatively you should submit other written documentation, such as meeting minutes/records stating the commitment of your individual member(s) to withdraw its/their membership in ICH within this period.

IV. Participation in ICH Activities 	
[Ref. Article 11.2(d)
4. List at least 1 ICH meeting that your organisation has attended as an ICH Observer.
	
	     



V. Implementation of ICH Guidelines 
[Ref. Article 11.2 third paragrpah]

Given that the expedited membership constitutes an exceptional procedure to become a member, it is of particular importance that the track-record of the applicant is sufficiently well documented demonstrating adequate implementation of ICH Guidelines (ref. 1.1.5. of the Assembly RoP). 

5. Tier 1 Guidelines: Indicate when the following ICH Guidelines were implemented, with a reference to the relevant document that implements the ICH Guidelines, based on publicly available information that can be verified, and provide any other relevant documentation, e.g. results of surveys on implementation or references in legislation to ICH Guidelines, to show adequate implementation of the ICH Guidelines. Please also fill in the table template available from the ICH Secretariat.

ICH Q7 Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients 
	|_|
	     



ICH E6 Good Clinical Practice 
	|_|
	     



ICH Q1 Stability 
Q1A(R2): Stability Testing of New Drug Substances and Products 
	|_|
	     



Q1B: Stability Testing: Photostability Testing of New Drug Substances and Products 
	|_|
	     




Q1C: Stability Testing for New Dosage Forms 
	|_|
	     




Q1D: Bracketing and Matrixing Designs for Stability Testing of New Drug Substances and Products 
	|_|
	     



Q1E: Evaluation of Stability Data
	|_|
	     



6. Tier 2 Guidelines: Indicate when the following ICH Guidelines were implemented, with a reference to the relevant document that implements the ICH Guidelines, based on publicly available information that can be verified, and provide any other relevant documentation, e.g. results of surveys on implementation or references in legislation to ICH Guidelines, to show adequate implementation of the ICH Guidelines. Please also fill in the table template available from the ICH Secretariat.

ICH E2A: Clinical Safety Data Management: Definitions and Standards for Expedited Reporting
	|_|
	     




ICH E2B: Data Elements for Transmission of Individual Case Safety Reports
	|_|
	     




ICH E2D: Post-approval Safety Data Management: Definitions and Standards for Expedited Reporting
	|_|
	     




ICH M4: Common Technical Document for the Registration of Pharmaceuticals
	|_|
	     




ICH M1: MedDRA
	|_|
	     



7. Tier 3 Guidelines: Indicate when the other ICH Guidelines were implemented, with a reference to the relevant document that implements the ICH Guidelines, based on publicly available information that can be verified, and provide any other relevant documentation, e.g. results of surveys on implementation or references in legislation to ICH Guidelines, to show adequate implementation of the ICH Guidelines. Please use the table template available from the ICH Secretariat.

VI. Additional Information
8. Describe how your organisation contributes or can contribute to ICH, and how its Membership would be a benefit to the ICH Association.
	
	     



9. Describe your policy/strategy regarding the implementation of ICH Guidelines and how you implement the ICH Guidelines in your jurisdiction including the procedure that is applied.
	
	     









_____________________________	_______________________
                   Signature		        Date

Annex to the membership application form for RHIs



STATEMENT BY ALL THE INDIVIDUAL MEMBERS OF THE RHI


We, the undersigned members of RHI ……………………………………………………..(please fill in the name of the RHI) declare that we are in agreement with this membership application of _________________________________(please fill in the name of the RHI).

Those of us who are currently Observers or Members of ICH therefore commit to withdraw our observership or membership in ICH within two (2) months of the admission of the RHI as a Member in ICH.



Signed by all the members of the RHI:







______________________________________                            ----------------------------------
        Name of the member of the RHI					     Date




______________________________________                            ----------------------------------
        Name of the member of the RHI					     Date





International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
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