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REQUEST FOR THE REVISION OF WIPO STANDARD ST.9

Document prepared by the German Patent and Trademark Office

Indication of the problem or specific need

1. WIPO Standard ST.9 “Recommendation concerning bibliographic data on and relating to patents and SPCs” was lastly revised in February 2008.  While most of the recommendations it contains are still valid, some of them need to be amended for reasons of clarification.

2. Regulation (EC) No. 1901/2006 of the European Parliament and of the Council on medicinal products for paediatric use and Regulation (EC) No. 469/2009 of the European Parliament and of the Council concerning the supplementary protection certificate for medicinal products require the Member States of the European Union to publish certain data on SPCs. Not all of these data can be unequivocally allocated to the existing INID codes. 

3. In their current form, the INID codes do not reflect the possibility of an extension of the duration for medicinal products for paediatric use.  It is for example unclear under which INID code the data concerning an application for an extension of the duration, the revocation of an extension of the duration and the correction of the duration are to be published.

4. Moreover, the current INID codes refer only to SPCs for medicinal products although SPCs are also available for plant protection products.

How the need was determined

5. The German Patent and Trademark Office has encountered problems in its publication activity.

Options for solution 

6. In view of the above it could be considered to adapt the current wording of the description for INID codes (92), (93) and (95) contained in WIPO Standard ST.9 and insert a new INID code (98).

· INID code (92):  The new description for INID code (92) would then read:

“For an SPC, number and date of the first national authorization to place the product on the market as a medicinal product or plant protection product.”

· INID code (93):  The new description for INID code (93) would read:
“For an SPC, number, date and, where applicable, country of origin, of the first authorization to place the product on the market as a medicinal product or plant protection product within a regional economic community.”

· INID code (95):  The new description for INID code (95) would read:
“Name of the product protected by the basic patent and in respect of which the SPC or the extension of the SPC has been applied for or granted.”

· New INID code (98):  The description of the new INID code (98) would read:
“For an SPC, data concerning the application for an extension of the duration, the revocation of an extension of the duration and the correction of the duration.”

· Revision of the Glossary:  As a consequence of the proposed revision, the Glossary would also need to be changed.  The wording of the Glossary could be amended by inserting references to plant protection products and the possibility of paediatric extension of duration.  (See the Appendix.)
Expected benefits

7. The expected benefits of the proposed revision are the following:

· better information of the public,
· the Gazettes and the Registers of the Offices will be optimised in their structure and clarity,
· updating and adjustment of the WIPO Standard ST.9 in view of the prevailing legal situation.
[Appendix follows]
Appendix:  

ADDITIONS TO THE GLOSSARY OF TERMS CONCERNING INDUSTRIAL PROPERTY INFORMATION AND DOCUMENTATION
Supplementary Protection Certificate

A Supplementary Protection Certificate is an industrial property right which is granted for a product which has obtained authorization to be placed on the market as a medicinal product or plant protection product.  The certificate takes effect at the end of the term of a patent which protects the product as such, a process to obtain the product or an application of the product.  The certificate extends the protection conferred by the said patent, but only in respect of the product covered by the said authorization and any use of that product as a medicinal product or phytopharmaceuticalplant protection product that has been authorized before expiry of the certificate.  The certificate does not extend the term of the said patent.

The duration of a supplementary protection certificate can be extended for medicinal products for paediatric use when all the measures in the agreed paediatric investigation plan have been complied with.  That fact should be recorded in the marketing authorization. 

In this context:

· “medicinal product” means any substance or combination of substances presented for treating or preventing diseases in human beings or animals or any substance or combination of substances which may be administered to human beings or animals with a view to making a medical diagnosis or to restoring, correcting or modifying physiological functions in humans or in animals;

· “phytopharmaceuticalplant protection product” means any active substance or preparation containing one or more active substances, put up in the form in which it is supplied to the user, intended to:

(i)
 protect plants or plant products against all harmful organisms or prevent the action of such organisms, in so far as such a substance or preparation is not otherwise defined below;

(ii)
influence the life processes of plants, other than as a nutrient (e.g., plant growth regulators);

(iii)
preserve plant products, in so far as such a substance or product is not subject to special Council or Commission provisions on preservatives;

(iv)
destroy undesirable plants; or

(v)
destroy parts of plants, check or prevent undesirable growth of plants;

· “product” means the active ingredient or combination of active ingredients of a medicinal product or phytopharmaceuticalplant protection product.

A notification of the application for a supplementary protection certificate and of the fact that the certificate has been granted or the application for the certificate has been rejected is published by the industrial property office with which the application was lodged.

The following notifications regarding a supplementary protection certificate are published by the concerned industrial property office:

· the application for the certificate

· the grant of the certificate

· the rejection of an application for the certificate

· the application for an extension of the duration of the certificate

· the grant of an extension of the duration of the certificate
· the rejection of an application for an extension of the duration of the certificate
· the application for a revocation of an extension of the duration of the certificate
· the revocation of an extension of the duration of the certificate
· the rejection of an application for a revocation of an extension of the duration of the certificate
· the application for a correction of the duration of the certificate
· the correction of the duration of the certificate
· the rejection of an application for a correction of the certificate
· the lapse or invalidity of the certificate
[Annex II follows]
