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1. The recent growth of the biotechnology industry and, in particular, greater
sophistication in genetic engineering have had a great impact on the nature of inventions
being made in this field and the way in which they are disclosed and claimed in patent
applications.  Those changes have resulted in an increasing number of applications which
disclose tens or even hundreds of nucleotide and amino acid sequences, presented in the form
of sequence listings which, in written form, can run to hundreds or even thousands of pages.
Such applications pose processing problems for International Searching Authorities (ISAs)
and International Preliminary Examining Authorities (IPEAs) in carrying out international
search and international preliminary examination, even with the aid of advanced computerized
techniques.  The practice of national and regional Offices as well as ISAs and IPEAs is
necessarily evolving to deal with the challenge of processing applications in this area of
technology (see, for example, the Notice “Examination of Patent Applications Containing
Nucleotide Sequences,” published in the Official Gazette of the United States Patent and
Trademark Office, 1192 OG 68, on November 19, 1996, a copy of which is contained in the
Annex to this document).

2. It is proposed that the Meeting discuss the problems connected with the international
search and international preliminary examination of international applications which disclose
large numbers of such sequences and consider whether, and along what lines, any
amendments of the PCT Regulations and modifications of the PCT Administrative



PCT/MIA/VI/9
page 2

Instructions, PCT Search Guidelines and PCT Preliminary Examination Guidelines would be
desirable.  The Meeting may wish to consider, in particular, the questions outlined in the
following paragraphs.

3. Unity of invention criteria.  Are there any special considerations which arise in the
application of the PCT criteria relating to unity of invention in the case of international
applications in which large numbers of sequences are claimed?  For example, what
significance should be placed on whether nucleotide sequences are encoded to produce the
same protein or on whether the sequences derive from the same organism?  Where there are
claims to combinations of sequence fragments, is unity dependent upon whether different
combinations of fragments contain a common fragment?  Are additional guidelines needed to
assist examiners in applying the criteria relating to unity of invention to international
applications in this area of technology?

4. Additional search fees and additional preliminary examination fees.  Where an
international application in which a large number of sequences are claimed is found not to
comply with the PCT requirements relating to unity of invention, are there special
considerations which should be applied in relation to the number of additional search fees or
additional preliminary examination fees which the applicant is invited to pay?  For example,
should distinctions be made depending on the size, complexity and/or the reasonableness of
the number of sequences involved?

5. “Scaled” search fees and preliminary examination fees.  Even for international
applications which are found to comply with the PCT requirements relating to unity of
invention, is there a case for introducing “scaled” fees for international search and
international preliminary examination, that is, where the amount payable would depend on the
number of sequences involved?  If such scaled fees were to be introduced, what procedures
should be followed to collect those fees and what consequences should flow from
non-payment?  In this connection, it should be noted that the search fee is collected by the
receiving Office, but there would be difficulties for receiving Offices, if scaled fees were
introduced, in deciding what search fees were payable in particular cases.  There is, at present,
no provision under the PCT Regulations for search fees to be paid direct to ISAs, except for
additional search fees in cases where the international application is found to lack unity of
invention.

6. Additional questions.  While the Meeting’s interests are particularly related to
international search and international preliminary examination, it must be borne in mind that
the approach adopted by ISAs and IPEAs for the handling of such international applications
will also have consequences for receiving Offices and the International Bureau and, of course,
for applicants.

7. The Meeting is invited to discuss the
matters outlined above and to suggest any
desirable changes to the PCT Regulations,
PCT Administrative Instructions, PCT Search
Guidelines and PCT Preliminary Examination
Guidelines.

[Annex follows]
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[End of Annex and of document]
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