


Annex 1

Application form for batch release of clinical test material for unregistered immunological pharmaceutical products

To:
National institute for Public Health and the Environment


Centre for Biological Medicines and Medical Technology


(Postage bag 50)


Attn. Lot release for Clinical Testing Material


P.O. Box 1


3720 BA Bilthoven


The Netherlands

Note: The documentation will be handled as strictly confidential. Any information related to the batch release procedure can only be given to the original applicant. Therefore, it is important that the name and address of the applicant and/or the contact person are stated clearly on the application form.

1. Information on the applicant:

	Name company/institute


	

	Name contact person 


	

	Full address


	

	Phone

Fax

E-mail


	


2. Information on the batch:

	Name of the product


	

	Lot code 


	

	Number on the package


	

	Date of release by manufacturer


	

	Period for use


	

	Pharmaceutical form


	

	Type of container


	

	Storage conditions


	

	Nominal dose per container


	

	Size of the lot (number of containers)


	


3. Information on the clinical study:

	Protocol code


	

	Sponsor (name and address)


	

	Name(s) of the researcher(s)


	

	Place where the clinical study will be done in the Netherlands (institute/company; department/research group; address)


	


4.  Assessment by Medical Ethical Committee

4a. 
Has the protocol of the clinical study been approved by the CCMO of by a recognised medical ethics committee (METC) ?

( YES
(
	CCMO protocol number
	


( NO

4b. 
Which METC(s) evaluates the protocol? 

	METC:

Address


	


	METC:

Address


	


4c. Does the applicant have any objections when the METC(s) are contacted?

· YES  (



Reason:

       (
NO  

5. Release number(s) of previously released lots for the same clinical study:

	Lot number 
	Release certificate number

	
	

	
	


6. Is the lot registered as a medicine by another EU Member State? 

( YES (


	Member state:



	Registration number:




( NO

7. Does the application for release concern a lot that has been previously released by a government authority within the EU? 

( YES (


	Member state



	Release number (please enclose a copy of the release certificate)




( NO

8. Does the application concern a lot that has been released by a government authority within the EU for the same study as mentioned under 3?

□  YES  → MEMBERSTATE:

(please include copy of certificate)

□  NO
9. Is the Genetically Modifed Organisms Decree (GMOD) applicable to the immunological pharmaceutical product to be released?

( YES
(
	 Number GMOD decision: 
	


( NO

10. Enclosed documentation consists of …. parts …..pages

The release of this lot, as described in section 2 of this form, is requested of the Chief Inspector for Pharmacy and Medical Technology for the purpose of scientific medical research carried out on human subjects in the Netherlands. 

I declare that the lot for which release is requested is the one described in the accompanying documentation.

	Signature of the applicant


	

	Name of the applicant


	

	Place and date


	


For use by the RIVM/BMT only

	BMT reference code
	Date of receipt
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