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Box I Observations where certain claims were found unsearchable (Continuation of Item 1 of first sheet)

This international report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons:

1. L__I Claim Nos.:
because they relate to subject matter not required to be searched by this Authority, namely:

2. }X{ Claim Nos.: 25 and 26
because they relate to parts of the international application that do not comply with the prescribed requirements to
such an extent that no meaningful international search can be carried out, specifically:
Please See Continuation Sheet

3. D Claim Nos.:
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule
6.4(a).

Box II Observations where unity of invention is lacking (Continuation of Item 2 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows:
Please See Continuation Sheet

As all required additional search fees were timely paid by the applicant, this international search report covers all
searchable claims.

As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite
payment of any additional fee.

As only some of the required additional search fees were timely paid by the applicant, this international search
report covers only those claims for which fees were paid, specifically claims Nos.:

O X

4. D No required additional search fees were timely paid by the applicant. Consequently, this international search report
is restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

Remark on Protest ' |  The additional search fees were accompanied by the applicant’s protest.
No protest accompanied the payment of additional search fees.
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Continuation of Box I Reason 2:

Claims 25 and 26 recite the limitation of “wherein the rac-bicalutamide is an R isomer” and wherein the rac-bicalutamide is an 8
isomer”, respectively. The term rac-bicalutamide is referring to the racemic mixture which is a 50-50 mixture of an R and S isomer.
It is unclear how a mixture can then be an R isomer or an S isomer solely.

BOX II. OBSERVATIONS WHERE UNITY OF INVENTION IS LACKING

This application contains the following inventions or groups of inventions which are not so linked as to form a single general
inventive concept under PCT Rule 13.1. In order for all inventions to be examined, the appropriate additional examination fees must
be paid.

Group 1, claim(s) 1-7, drawn to a compound of formula X which is the lithium salt of 4-fluorophenyl methyl sulfone and the method
of preparing compound X.

Group 2, claim(s) 8-12, drawn to a process for preparing ethyl-[2-{4-fluorophenyl sulfone}]-2-hydroxy propionate.

Group 3, claim(s) 13-19, drawn to a compound of formula Y which is a salt of 5-amino-2-cyano-benzotrifluoride and the method of
preparing the salt.

Group 4, claim(s) 20-24, drawn to a process for preparing rac-bicalutamide.

Group 5, claim(s) 27-34, drawn to a process for preparing 1,2-epoxy-2-methyl proprionate.

Group 6, claim(s) 35-43, drawn to a process for preparing 2—hydmxy—2—methyl—3-(ﬁuorophenyl thio) proprionic acl:id.

Group 7, claim(s) 44-49, drawn to a micronized rac-bicalutamide and a pharmaceutical compositions of the rac-bicalutamide .

The species listed above do not relate to a single general inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, the
species lack the same or corresponding special technical features for the following reasons: Groups 1-7 do not have unity of
invention as described in. paragraph (b) below:

(a) An international and a national stage application shall relate to one invention only or to a group of inventions so linked
as to form a single general inventive concept ("requirement of unity of invention"). Where a group of inventions is claimed in an
application, the requirement of unity of invention shall be fulfilled only when there is a technical relationship among those inventions
involving one or more of the same or corresponding special technical features. The expression "special technical features" shall mean
those technical features that define a contribution which each of the claimed inventions, considered as a whole, makes over the prior
art.

(b) An international or a national stage application containing claims to different categories of invention will be considered to
have unity of invention if the claims are drawn only to one of the following combinations of categories:

(¢h) A product and a process specially adapted for the manufacture of said product; or

@) A product and a process of use of said product; or

(3) A product, a process specially adapted for the manufacture of the said product, and a use of the said product; or
4 A process and an apparatus or means specifically designed for carrying out the said process; or

s) A product, a process specially adapted for the manufacture of the said product, and an apparatus or means specifically
designed for carrying out the said process.
The seven. groups do not form unity of invention described by the five categories above.

Group 1 is drawn to a compound of formula X and the method of preparation of the compound which is 4-fluorophenyl methyl
sulfone. Group 2 is a process of the preparation of ethyl [2-{4-fluorophenyl sulfone}]-2-hydroxy propionate which is an ethyl ester.
The process does not fit with the unity of invention for Group 1 nor does it fit the unity of invention for Groups 3-7. Group 3 is
drawn to a compound of formula Y which is an amine benzonitrile and the method of making the compound. Group 4 is drawn to a

Form PCT/ISA/210 (second sheet) (July 1998)




PCT/US02/18329
INTERNATIONAL SEARCH REPORT

process for making the known compound rac-bicalutamide and does not have unity of invention with any of the Groups. It could
have unity of invention with group 7. However since Group 7 is drawn to the bicalutamide compound which is a known compound
and there are other methods of making the compound and therefore Group 4 and 7 lack a special technical feature which unites them.
The compound is disclosed, for example in US 4,636,505 and a method of preparation is given. For there not to be lack of unity the
Groups must possess a special technical feature and unity of invention. Groups 4 and 7 lack a “special technical feature”. Group 5 is
drawn to the process of preparing methyl 1,2-epoxy-2-methyl propionate which is not found in any other process or compound.
Group 6 is a process for the preparation of 2-hydroxy-2-methyl-3-(4-fluorophenylthio) propionic acid. This lacks unity of invention
with the other groups and a special technical feature which unites them.

Continuation of B. FIELDS SEARCHED Item 3:
CAS ONLINE, EAST, Beilstein

search terms: structure drawings for each compound, bicalutamide, sulfone, lithium salt, propanoic acid ester
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