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Internztional application No.

PCT/US02/314.16

A, CLASSIFICATION OF SUBJECT MATTER
IPC(N : GOIN 33/58
UscL i 43507, 810; 436/512, 534, 500, 801, 804

B, FIELDS SEARCHED

According to International Patent Classification (EPC) or to both national classification and 1PC

U.8, ; 435/7, 810; 436/512, 534, 500, 801, 804

Minimum docurnentation searched {(classification system followed by classification symbols)

Doctmentation searched other than mininmum decumentation to the extent that such documents are included in the fields searched

Electronic data base consulted during the international search (name of data base and, where practicable, search ferms used)

€. DOCUMENTS CONSIDERED TO BE RELEVANT

Category * Citation of decument, with indication, whers appropriate, of the relevant passages Relevant to claim No.
X /7| US 4,469,787 (WOODS etal.) 4 September 1984 (04.09.1954), sec the Abstract, Col. 5, 1-6, 10
line 15-60, and claims 1-16.
Y 1 U55,891,741 A (SIIMAN et al.) 6 Aptil 1999 (06.0+.1999), sce Abstract, and claims 1, 1-10
and 6.
¥ | US 6,352,830 BL (CRABTREE et al.) 5 Merch 20(:().}05.03.2002), see the whole 1-10
document.

D Farther documents are listed in the eontirnation of Box C.

D See patent farnily annex.

* Special categorics of cited documente:

“A™  document defining the gu.wral state of the art which iz not considered to e
of particular relevance

“B*  earller applicatien or patant published on or after the international filing date

“Lr  document which may throw doubts oa pricrity elaim(s) or which is cited to
establish the publication date of anather citation or other special reason (a5
specifiedy

“0”  document refzrring ta an oral disclesure, use, exhibition or cther means

foual filing date but later than the

"4 published prier to the |
priority date claimed

“T* Later docnmient published aftar the international flling date or priority
date and not in conflict wich the application but cited 1o urderstand the
principle or theory undertying the mvention

X" document of particular relevance; the claimed inventicn cannct be
cansidered novel or cannot bt cadsidersd to involve an Inventive step
when the document is taken alone

X document of particular relevence; the claimed invention cannet be
considered to invalve an invenfiva atep when the document is
combined with ane or mors ather sush docoments, such combination
heing chvious (o a persan skilled in the art

“&r documnent member of the same patent family

Date of the acmal completion, of the international search

11 June 2003 (11.06.2003)

Date of mailing of the international search report

16 JUL 2001

Mame and mailing address of the ISA/US
Mail Stop PCT, Attn: ISA/US
Commissioner for Patents
P.0, Box 1450
Alexandria, Virginia 22313-1430

Facsimile No. (703)305-3230

Authorized officer
ﬁg@*““’ P. otk %m

Telephone No. 703-308-1235

Form PCT/ISA/210 (second sheety (July 1998}
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INTERNATIONAL SEARCH REPORT Inisrnational application No.

PCT/US02/31416

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

. [

[

= [

6.4(a).

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

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

Claim Nos.:
because they relate to parts of the international application that do not comply with the prescribed requirements to
such an extent that no meaningfisl international search can. be carried out, specifically:

Claim Nos.:
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule

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

HEERE

This International Searching Anthority found multiple invenfions in this international application, as follows:
Please See Contimuation Sheet

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

As 2ll searchable claimns 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.:

No required additional search fees were rimely paid by the applicant. Consequently, this international search report
is restricted to the invention first mentioned in the claims; it is covered by claims MNos.: 1-10 and 78-96

Remark on Protest I:] The additional search fees were accompanied by the applicant’s protest,

No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 {contimuation of first sheet{1)) (Fuly 1998)
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INTERNATIONAL SEARCH REPORT

BOX II. OBSERVATIONS WHERE UNITY OF INVENTION IS LACKING
This application contains the following inventions or groups of inventions which are not so Yinked as 1o form a single general
inventive concept under PCT Rule 13.1. In order for ali inventions to be searched, the appropriate additional search fees must be

paid.

Group I, claim(s) 1-10 and 78-96, drawn to a method of labeling @ target-binding antibody.

Group 11, claitn(s) 11-25, drawn to a method for detecting a tagget in a sample with a special technical feature of contacting said
sampie with the said imrmuno-isbeling reagent and incubating sample for a time w permit said imrmnotabeled complex o selectively
bind to the target.

Group 111, claim(s) 26-39, drawn to 2 method for detecting mulfiple targets in v sample with a special technical feature of contacting
said sample with a solution comprising a pooled subset of immunolabeled complex, wherein each subset is distingaished from another
subset.

Group 1V, claim(s) 40-48, drawn to 2 method for identifying and quantitating multiple targets in a sample with & special technical
feature of passing said incubated population of cells or fragments thereof through an examination zone..

Group V, elaim(s) 49-51, drawn te a meihod of mamiacturing an isolated labeling reagent with a special technjcal feature of cleaving
an intact anii-region antihody with an enzyme to generate fragments and jsolating said anti-region Fab fragment from the above step.

Group VI, claim(s) 52-54, drawn to 2 method of manufacturing an isclated labeling reagent with a special technical feature of
contacting a matrix comprising fragments that selectively bind non-antibody proteins with 2 solution.

Group VII, claim(s) 55-63, drawn to 4 method of mamufactiring an isolated labeling reagent with a special technical featire of
contacting anfi-region Fab or Fab’ fragment with a solution comprising a label that contains a reactive group.

Group VIII, claim(s) 66-71, drawn to an isolated labeling reagent with a special technical feature of contacting the Fab' witha
reducing agent to produce a thiol group.

Growp IX, claim(s) 72-77, drawn to an isolated labeling reagent made by a process with a special technical feature of contacting a
mairix comprising intact immunoglobulin proteins or fragments that bind anti-region Fab fragments with a solution comprising anti-
region Fab fragment where Fab are immobilized.

Group X, claim(s) 97-104, drawn to a kit for preparing an immuno-labeling complex with a special technicat feature of a labeling
solution comprising a labeling reagent that is independently atrached to cne or more labels,

f

The inventions lisied as Groups I do not relate to a single general inventive conceptunder PCT Rule 13,1 because, under PCT Rule
13.2, they lack the same or corresponding special technjee! features for the following reasons: Group I recites a method of labeling &
target-binding antibody. Woods ef al. (US 4,469,787) also tzach a method to detect an ligand in an aqueotts fluid by labeling a
binding protein, i.e. protein A, with a second antibody specitic to the ligand such that the labeled binding protein A is specifically
bind to the Fe portion of the second antibody. (See abstract, Col. 5, line 15-60) Therefore, the invention of Group I does not fulfill
the requirement for unity of invention under Rule 13.1 PCT. Accordingly, the instaut array blocks are pot so linked as to form a
single general inventive concept.

As set forth above, each device of Group II-X,, has special technical feature not shared by the other Groups. Therefore, the inventions
listed as Groups [1-X do not relate to a single peneral inventive concept because the lack of the same or corresponding technical
feature.

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