Original proposal from the Ad Hoc Group on Counterfeit Medicines of the Council of Europe

 Revised by the EU Medicines Enforcement Officers (EMEO) 

Status: 25 May 2005

	COUNTERFEIT MEDICINAL PRODUCT NOTIFICATION 



	 FORMCHECKBOX 
 
RAPID ALERT NOTIFICATION 

This is an urgent notification about a counterfeit medicinal product

IMPORTANT – PLEASE DELIVER IMMEDIATELY

 FORMCHECKBOX 
 
OTHER NOTIFICATION

This notification contains important, but less urgent information about a counterfeit medicinal product

This notification contains: 

 FORMCHECKBOX 
  basic information
 FORMCHECKBOX 
  follow-up information, completing the initial information given on              (date)
 FORMCHECKBOX 
  additional information, completing the follow-up information given on       (date)


	Summary Information

Trade name of the licensed medicinal product, which has been counterfeited:
     
Country, from which this alert is sent:
     
Summary description of the counterfeit medicinal product:
     
(Please see next pages for more detailed information)


HOW TO USE THIS FORM:

· Please attach to a distribution list.

· Please fill out one form per dosage form of the medicinal product.

· If a choice of answers is given, please tick the correct answer(s), as required.
· In case some information is missing, please include the information you are able to share and 
leave the other points open.

· You can fill out this form electronically by switching between the shaded boxes with the “TAB” button.

	1.
Information on the licensed medicinal product, which has been counterfeited: 

a) Brand / trade name:
     
Country:
     
b) INN or generic name:
     
c) Dosage form:
     
d) Strength:
     
e) Pack size and presentation:
     
f)  FORMCHECKBOX 
 For use in humans       FORMCHECKBOX 
 For use in animals 

g) Marketing authorisation holder:
     
h) Marketing authorisation number:
     

	2.
Information on the counterfeit medicinal product: 

a) Characteristics on how the secondary package can be distinguished from the licensed medicinal product package:
     
b) Characteristics on how the primary package can be distinguished from the licensed medicinal product primary package:
     
c) Characteristics on how the dosage form can be distinguished from the licensed medicinal product dosage form:
     
d) Batch or lot number shown on counterfeit medicinal product:
     

Identical to an existing batch or lot number of the licensed medicinal product ?
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 

e) Expiry date shown on counterfeit medicinal product:
     

If the counterfeit medicinal product and the licensed medicinal product have the same batch or lot number, please indicate the expiry date of the licensed medicinal product:
      

f) Content(s) of active pharmaceutical ingredient(s) in counterfeit medicinal product (per unit):


Name of active ingredient:      
Content:      

Does/do the content(s) comply with the specification of the licensed medicinal product ? 

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

g) Specific properties of the active pharmaceutical ingredient in the counterfeit medicinal product (e.g. specific degradation products or any other information that helps to identify the counterfeit medicinal product):

     
Further details about counterfeit medicinal product:
     
(If possible, please attach a photograph, illustrating the differences between counterfeit medicinal product and licensed medicinal product)


	3.
Risk of counterfeit medicinal product: 

I The counterfeit medicinal product is potentially life threatening or could cause a serious risk to health:
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

II The counterfeit medicinal product could cause illness or mistreatment 
(but is not potentially life threatening or is not likely to cause a serious risk to health):
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	4.
Information on the location where the counterfeit medicinal product has been found 
and on the amounts which have been found:
Type of location:
 FORMCHECKBOX 
 Customs   FORMCHECKBOX 
 Wholesaler   FORMCHECKBOX 
 Retail pharmacy   FORMCHECKBOX 
 Hospital   FORMCHECKBOX 
 Medical doctor   FORMCHECKBOX 
 Other (please specify):      
Amount found:
     
(Please attach a separate list of locations, where the counterfeit medicinal product has been found, if more than one)

	5.
What is the current status of the counterfeit medicinal product?
 FORMCHECKBOX 
 The counterfeit medicinal product is in possession of the marketing authorization holder 
 FORMCHECKBOX 
 The counterfeit medicinal product is in possession of the competent authority 
 FORMCHECKBOX 
 Other (please specify):       

	6.
If the counterfeit medicinal product cannot be distinguished from the licensed medicinal product, please indicate the distribution of the licensed product, including exports: 
 FORMCHECKBOX 
 Not applicable
Distribution:
 FORMCHECKBOX 
 Wholesaler   FORMCHECKBOX 
 Retail pharmacy   FORMCHECKBOX 
 Hospital   FORMCHECKBOX 
 Medical doctor 
 FORMCHECKBOX 
 Other (please specify):      
Batch number/s:
     
Country:
     
(Please attach a separate list of recipients of the indistinguishable licensed medicinal product, including details such as name, address and country of recipient as well as batch number and number of packs delivered)

	7.
Please indicate the action concerning the indistinguishable licensed medicinal product, which has been taken so far:
 FORMCHECKBOX 
 Not applicable 
 FORMCHECKBOX 
 Recall of affected batches     FORMCHECKBOX 
 Other (please specify): 

	8.
Please list all other authorities which have been informed about the counterfeit medicinal product
Type:
 FORMCHECKBOX 
 Medicines agency   FORMCHECKBOX 
 Police   FORMCHECKBOX 
 Customs   FORMCHECKBOX 
 Other (please specify):       

Name:
     
Address:
     
Country:
     
(Please attach a separate list of authorities which have been informed, if more than one)

	9.
Any further information?
     

	10.a
This alert was issued by the following
agency:

Agency:
     
Contact person:
     
Telephone: 
     
Fax:
     
E-mail:
     
	 10.b 
This alert was issued by the following
Company:

Company:
     
Contact person:      
Telephone: 
     
Fax:
     
E-mail:
     

	11.
Signature:


	12.
Date:

     
	13.
Time:

     


Attachments:

 FORMCHECKBOX 

List of recipients of this alert message 

 FORMCHECKBOX 

Photograph, illustrating the differences between counterfeit medicinal product and licensed medicinal product
 FORMCHECKBOX 

List of recipients of the original medicinal product, that cannot be distinguished from the counterfeit medicinal product
 FORMCHECKBOX 

List of authorities, which have been informed about the counterfeit medicinal product
 FORMCHECKBOX 

Other (please specify):      
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