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1. DEFINITIONS

Parallel Importation

The importation from an EU Member State or a country within the EEA of a medicinal product which is already authorised on the Maltese market, by an importer who is someone other than the importer(s) authorised and appointed by the marketing authorisation holder of the Maltese-market product;

Parallel Importer

A person engaged in the activity of parallel importation;

Parallel Distribution

The importation from an EU Member State or a country within the EEA of a centrally authorised medicinal product, by an importer who is someone other than the importer(s) authorised and appointed by the marketing authorisation holder of the product on the Maltese market;

Parallel Import Licence

The licence granted by the Licensing Authority to a medicinal product imported into Malta through Parallel Importation;

Parallel Imported Medicinal Product

A product authorised in and EU/EEA Member State imported by parallel importation;

Maltese-market product

The medicinal product with which the parallel imported medicinal product is compared.  This definition is also used for medicinal products manufactured in Malta which are sold directly in Malta;

Source Country

The Member State or EEA country from which the parallel imported medicinal product is imported;

Validation of the application

An administrative check to ensure that all necessary documentation and samples are submitted with the application;

Importation (Import)

In this document the term importation (import) is used, when referring to intra community trade, for practical reasons even though it could be argued that the term has lost most of its relevance due to the development of the Internal Market.
2. INTRODUCTION

A medicinal product having a marketing authorisation in Malta may be parallel imported in Malta provided that the parallel importer obtains a licence to market the product from the Licensing Authority.  This licence is granted under the Medicines Act 2003 Parallel Importation of Medicinal Products Regulations, 2004 – L.N. 437 of 2004.  The licence is termed Parallel Import Licence (Ref. No. PI 002/04 Rev. 1) and it is identified by the letters ‘PI’.

This guidance document does not apply to medicinal products authorised centrally by the European Medicines Agency (EMEA).

 The framework for this procedure is that set out in Commission Communication on Parallel Imports of Proprietary Medicinal Products for which Marketing Authorisations have already been granted (COM (2003) 839 final).  The simplified procedure in this Guide is in accordance with the procedure in the Communication in terms of the information required to be submitted by applicants and the administrative steps to be taken by the Medicines Authority.  The information to be submitted by applicants is as described in the Communication:

a) 
Name of the proprietary medicinal product in Malta and in the Member State from which it comes;

b)
Name or corporate name and permanent address of the person responsible for placing the product on the market in Malta and in the Member State from which it comes, and where appropriate, of the manufacturer(s);

c) 
Name or corporate name and permanent address of the parallel importer;

d) 
The Marketing Authorisations Number in Malta and in the Member State from which it comes;

e) 
Any other general information useful for the marketing of the proprietary medicinal product in Malta, i.e.

- Qualitative and quantitative composition in terms of active principles, by dosage unit or in percentage, using the International Non-proprietary Names (INN) recommended by the World Health Organisation where such names exist,

-  Pharmaceutical form and route of administration,
-  Therapeutic indications and normal dosage, 

- Contra-indications and main side effects,

- Storage precautions, if any;
a) One or more specimens or mock-ups of the proprietary product in the form in which it will be marketed in Malta, including the package leaflet, if any.

A parallel import licence is granted only for parallel imported medicinal products that fulfill the following criteria:

• 
The Maltese-market medicinal product must have a valid Marketing Authorisation in Malta.

• 
The parallel imported medicinal product must have the same pharmaceutical form and be identical to, or have no significant therapeutic difference from, the Maltese-market product. 

• 
The parallel imported medicinal product must be imported from an EU or EEA country and it must have a valid marketing authorisation in that country.

 A Parallel Import Licence is granted for a maximum of 5 years, at which time the licence must be renewed.

In accordance with the European Court of Justice judgment in C-172/00, a Parallel Import Licence can remain in force even where the Marketing Authorisation for the Maltese-market product is withdrawn for commercial reasons or is replaced by a new version under the same or a new marketing authorisation number, so long as there are no risks to public health.  In cases where the Marketing Authorisation of the Maltese-market product is withdrawn for commercial reasons only, the Medicines Authority may request certain information from the parallel importer in order to adequately monitor Adverse Drug Reactions (ADR’s) in Maltese patients.  This also applies for the Marketing Authorisation in the EU or EEA country from which the medicinal product is being imported.  

However the Parallel Import Licence is granted on condition that the reference product (Maltese-market product) on which the application makes reference to is granted a Marketing Authorisation.  If the Provisional Marketing Authorisation (PMA) of the reference product is withdrawn by the Licensing Authority or the applicant withdraws his PMA the Parallel Import Licence making reference to that PMA is automatically withdrawn.  
REVIEW OF LEGISLATION – NOTIFICATION AND LETTER OF ACCESS

Any local wholesale dealer not being the marketing authorisation holder who imports a product from any Member State must notify the marketing authorisation holder and the Licensing Authority of his intention to import such product as outlined in Article (4) of L.N. 378 of 2004 - Importation and Wholesale Distribution of Medicinal Products (Amendment) Regulations, 2004.

Additionally, each wholesale dealer shall, in respect of each product he is distributing, submit to the Licensing Authority an authenticated copy of the Marketing Authorisation in Malta, together with a letter of access, both issued by the Marketing Authorisation Holder, granting the wholesale dealer the right of use of such Marketing Authorisation.

Thus a wholesale dealer, which does not have an authenticated copy of the Marketing Authorisation in Malta, together with the Letter of Access, may only engage in the distribution of such product if he is in possession of a Parallel Import Licence.  This is outlined in Article (3) of L.N. 378 of 2004 - Importation and Wholesale Distribution of Medicinal Products (Amendment) Regulations, 2004.

3. MAKING AN APPLICATION FOR A PARALLEL IMPORT LICENCE

A licence in relation to parallel importation shall be applied for by the parallel importer (a natural or legal person), who is not the holder of the marketing authorisation for the Maltese-market product, and is not in possession of the authorisation to import the medicinal product by the marketing authorisation holder.

An application for a Parallel Import Licence shall be made on the form “Application for the parallel importation of medicinal products for which marketing authorisations have already been granted Ref. No. PI 001/04 Revision 1).  The form must be submitted to:

Parallel Imports Section

Pre-Licensing Directorate

Medicines Authority

198, Rue D’Argens

Gzira GZR03

Malta
A separate application form shall be completed for each product.  Different strengths, pharmaceutical forms and source countries must be applied for on separate application forms.  A separate fee is applicable for each separate application.

It is important that all relevant sections are completed and all relevant annexes are attached together with the application form according to the template provided.  In Section 4 of the application form either 4.1 or 4.2 or 4.3 should be filled in.

The application form contains the basic information relating to the medicinal product, i.e. the name, strength, pharmaceutical form and active ingredient(s) of the medicinal product.  In addition, information relating to pack size(s) and type(s) must be given in the form.  Complete information about the parallel importer, and information relating to the medicinal product in the country of acquisition are also required.  This information is also specified in the form.

Appropriate proof of payment should always be attached with the application.  Please refer to L.N. 372 of 2003 for information on the applicable fees. Payment of the relevant fee is to be made at: (when executing the payment the amounted should be remitted in full, net of all bank charges)

Bank Details:

HSBC 198, The Strand Gzira GZR03

Account Name:
MEDICINES AUTHORITY
Account Number:   
039011176001
IBAN:


MT08 MMEB 44392 0000000 39011176001
Swift Code:

MMEBMTMT
Applications are subject to an administrative validation on receipt.  Incomplete applications will not be assessed until the missing documentation is provided. In certain cases, the application may be returned to the applicant for re-submission.  

APPENDICES TO THE APPLICATION

Depending on the nature of the product being parallel imported a number of appendices are required to be submitted with the application.  These include:

· Proposed label colour mock-ups for the immediate container and the outer packaging.
· Proposed colour mock-up of the patient information leaflet.
· Patient Information Leaflet in the country from which the product is to be imported.
· Summary of Product Characteristics (SPC) in hard copy and on disc (in editable MS Word format).
· Label for immediate container and outer packaging of the original pack (colour mock ups).
· Manufacturer’s authorisation for the company responsible for re-labelling or re-packaging, issued by the competent authority in the appropriate Member State or EEA country.
· Wholesale dealer’s licence.

· Samples of the parallel imported medicinal product from each Member State from which importation is required, including copies of the package leaflet in the parallel imported medicinal product.

· Written declaration from the applicant stating that the marketing authorisation holder of the original product marketed in Malta has been notified, one month prior to submitting the application to the Medicines Authority, about the repackaged product being put on sale in Malta.  A copy of the letter sent to the Marketing Authorisation Holder should also be attached with the application form. 
· If the product is to be re-packaged in a new container or outer carton, samples of the re-packaged product must be submitted.
· A declaration by the applicant stating that his supplier will always keep him informed of any Pharmacovigilance issues related to the product requesting a Parallel Import Licence
RE-PACKAGING AND RE-LABELLING

For all the necessary guidance on re-packaging and re-labelling kindly refer to the guidance document published by the Medicines Authority “General Guidelines on the Re-Packaging of Medicinal Products for Human Use” Ref. No. GL 1.01

ASSESSMENT OF THE APPLICATION

When the application form is validated, it is assessed to determine if a presumption of identity is reasonable and if therapeutic equivalence between the imported and Maltese-market product can be reasonably presumed.  

If these assumptions can be made, the proposed SPC, labels and leaflet are assessed and any major queries sent to the parallel-importer within 30 working days of validation.  The ‘clock’ is then stopped.   On receipt of a response, the clock is re-started and the assessment concluded within 45 working days of validation.  The decision on the application is then forwarded to the parallel-importer after completion of processing by the Medicines Authority.

If presumptions of identity and therapeutic equivalence cannot be made, the clock is stopped in order for the Medicines Authority to seek information from the regulatory authority in the Member State from which the product is to be imported.  At the same time, provided the applicant agrees, the Marketing Authorisation Holder that supplies the Maltese-market product is contacted and asked to indicate whether or not the product(s) are therapeutically equivalent.  At the end of 30 working days, or on receipt of the necessary information (whichever is the earliest), the clock is re-started and the assessment of the application is continued in accordance with the procedure outlined above.

CENTRALLY AUTHORISED MEDICINAL PRODUCTS

For the parallel distribution of medicinal products authorised through the Centalised Procedure please refer to the following document for further guidance http://www.emea.eu.int/pdfs/human/parallel/1339704en.pdf
Applications for the parallel distribution of such products should not be made to the Medicines Authority.

PARALLEL IMPORT LICENCE NUMBER

Each medicinal product, which is granted a Parallel Import Licence, will be assigned a Parallel Import Licence Number.

This number must be present on the outer packaging of repackaged products.  In the case where the product with the Parallel Import Licence is exactly the same as the Maltese-market product, the same requirements for numbering apply as for the Maltese-market product.

4. VARIATIONS TO THE PARALLEL IMPORT LICENCE

The parallel importer is expected to keep himself informed of any relevant change in the parallel imported medicinal product in order to ensure that the parallel product licence document reflects the Maltese-market Marketing Authorisation at all times.  Parallel Importers are especially reminded to check the labels and leaflets of the parallel imported medicinal product as changes made to the texts may have consequences for the product information of the parallel imported medicinal product. 

The parallel-importer should also regularly check the product information of the Maltese-market product, as changes may require a revision of the product information of the parallel imported medicinal product or other amendments to the parallel imported medicinal product licence.  Failure to keep the product information updated as per the Maltese-market product may result in the suspension or withdrawal of the parallel import licence. 

Changes to product information

Changes made by the importer to the SPC, label, and leaflet of the parallel imported medicinal product must have prior approval from the Medicines Authority.  Applications should be made using the variations procedure; copies of the variation form for parallel imported medicinal products, and information on requirements, may be obtained from the Parallel Imports Section of the Medicines Authority (Ref. No. PI 003/04 Rev. 1).  A fee is associated with variations.

5. RENEWALS

Parallel import licences remain in force for a maximum of five years and must be renewed if the parallel importer wishes to continue parallel importation of the product.  An application (Ref. No. PI 004/04 Rev. 1) for renewal must be made not later than three months before the date of expiry of the licence.    

6. BATCH RECALLS

Parallel importers are required to ensure that there is a clear audit trail from the supplier (i.e., authorised distributor or manufacturer) in the source country.  In the event of a recall of a batch of the parallel imported product in the source country, it is imperative that the parallel importer is informed by the supplier so that the parallel importer can take appropriate action.  The Medicines Authority requires there to be a contract between the supplier in the exporting Member State and the parallel importer in Malta to ensure that information on recalls is passed to the parallel importer; this will be requested in the course of inspections of manufacturers and wholesalers.  In addition, there should be a Standard Operating Procedure that covers the respective responsibilities of the supplier and the parallel importer.
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