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ICH REGULATORY MEMBER APPLICATION FORM FOR LEGISLATIVE OR ADMINISTRATIVE AUTHORITIES REFERRED TO IN ARTICLE 11(1)
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 11.1(a)]
	
	     



2. Provide the relevant law/regulation/agreement that gives your authority responsibility to regulate pharmaceuticals for human use. [ref. Article 11.1(b)]
	
	     



III. Overlapping membership between the individual members of the Regional Harmonisation Initiative and the Regional Harmonisation Initiative [ref. Article 11.1(e)]

3. Are you a member of one or several Regional Harmonisation Initiatives ('RHIs')? 
|_| Yes
|_| No

· If you replied no, please go to part IV of this form.

· If you replied yes, please name the RHI(s) of which you are a member:

________________________________________  (add the name(s))


4.	a) Is/are this/these RHI(s) of which you are a member an Observer(s) in ICH?
|_| Yes
|_| No

If your answer is yes, please name the RHIs which are Observers in ICH: 


________________________________________  (add the name(s))


b) Is/are this/these RHI(s) of which you are a member, a Member(s) in ICH?
|_| Yes
|_| No

If your answer is yes, please note that your membership application is not considered admissible as there should be no overlapping membership of the RHI and its individual members as per Article 11(1)(e) of the Articles of Association. The only exception is if (i) there is a wish to change the representation of your region in ICH or (ii) you intend to leave the RHI: 
(i) If the RHI agrees to withdraw its membership in ICH with the intention of being replaced by one or several of its individual members, the ICH secretariat should be informed and there should be written documentation of this intention. Either the RHI(s) of which you are a member should sign the statement included in the Annex of this application form committing to withdraw its membership in ICH within two (2) months of your admission as Member in ICH or you should submit for example meeting minutes/records stating the commitment of the RHI to withdraw its membership in ICH.
(ii) If you intend to leave the RHI, please add to this application form written documentation to support the termination of your membership of the RHI e.g. meeting minutes or press release.


IV. Participation in ICH Activities 	
[Ref. Article 11.1(c),(d)]
5. List ICH meetings your organisation has attended over the past 2 consecutive years.
	
	     



6. List at least 2 ICH Working Groups to which you have appointed experts who have participated actively.
	
	     



V. Implementation of ICH Guidelines 
[Ref. Article 11.1 second sub-paragraph]

7. Indicate when the following ICH Guidelines were implemented, with a reference and provide relevant documentation.

Note: If fully implemented, check the box and attach the corresponding information; otherwise provide an explanation why the guideline is not fully implemented.

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 
	[bookmark: Check1]|_|
	     



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
	|_|
	     



VI. Additional Information (optional)
8. Provide information and relevant documentation on the implementation of ICH Guidelines other than those listed above.
	
	     



9. Has the CTD/eCTD been implemented in your jurisdiction?
	
	     



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



11. Describe your policy/strategy regarding the implementation of ICH Guidelines.
	
	     







_____________________________	_______________________
                      Signature		        Date




Annex to the membership application form for authorities that are members of an RHI



STATEMENT BY THE RHI


The undersigned representative(s) of RHI ………………………………………………… (please fill in the name of the RHI) hereby commit to withdraw our membership in ICH within two (2) months of the admission of the authority ……………………………………..(please fill in the name of the authority) as a Member in ICH.




__________________________________                               ____________________

Signed by the representative(s) of the RHI                                              Date
International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use

ICH, Route de Pré-Bois 20, P.O. Box 1894, 1215 Geneva, Switzerland
Telephone: +41 (22) 710 7480 - admin@ich.org, http://www.ich.org
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