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Box No. 1L Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

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

1. EI Claims Nos.;

becanse they relate to subject matter not required to be searched by this Authority, namely:

2 D Claims Nos.:
because they relate 1o 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:

3 D Claims Nos.:

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).
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This application contains the following inventions or groups of inventions which are not so linked as to form a single general inventive
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Groug |: claims 1-B, directed to a method for diagnosing Lyme disease status in a mammal comprising, in a biological sample abialned
or darived from the mammal, determining the prasence or absenca of antibodies to Borrelia burgdorferi (B burgdorferi) outer surface
proteins (Osp) OspA, OspC, and OspF, and, based on the presence or absence of the antibodies, identifying the mammal as

infected or not infectad with B.burgdorfari.

Group |I: claims 8-14, directed 1o a methad for diagnosing Lyme disease status in a mammal comprising, in a biological sample

obtainad or derived from the mammal, determining a test level of antibodies to Barrelia burgdoiferi {B.burgdorferi) outer suriace proteins

{Osp) Osp A, Osp C, and Osp F, and based upon a comparison of the test level of the Osp A, Osp G, and Osp F antibodies to a

referenca, identifying the mammal as vaccinated against B .burgdoiferi and/or as having an early, intermediate or chronic B.burgdorferi

infection.

—————— 586 Extra Sheat for continuation—-———-——

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

2. D As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees.

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

4. & No required additional search fees were timely paid by the applicant. Consequently, this international search report is
crf:s_trict::datu the invention first mentioned in the claims; it is covered by claims Nes.:
aims t-

Remark on Protest D The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest feg,

D The additional search fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

D No protest accompanied the payment of additional search fees.
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Cantinuation of Box |1} {Lack of Unity of Invention)

Group |11 claims 15 and 16, directed to composition comprising an isolated protein comgrising the sequence of SEQ ID NO: 15, SEQ ID
NO :17, SEQ ID NO: 19, ¢r a combination of said preteins.

The inventions listed as Groups | - 1 do not relate to a single general inventive concept under PCT Rule 13.1 because, under PCT Ruls
13.2, they lack the same or comesponding special technical features for the following reasons:

Tha special technical featura of the claims of Groups I-111 are disclosed abova. The claims of Group W share all of the common techrical
elements of Claim |, but add the special technical elements of being related to determining if a marnmal has been vaccinated against
B.burgdoiferi and/or as having an early, intermediate or chronic B.burgdorferi infection.

The only common technical element shared by all of the above groups is that they are related ta B. burgdorfari Osp A, Osp C, and Osp F
protains. Groups 1 and |l further share tha common technical elements of claim 1. However, these comman technical elements do rot
reprasent an improvemeant over the prior art of tha article antltled 'Lise of racombinant antigens of Borrelia burgdorfer! In serologic tests
for diagnosis of lyme borrelicsis' by MAGNARELL! et al, which teaches a method for diagnosing Lyme disease status in a mammal
comprising, in a biological sample obtained or derived from the mammal, determining presence or absence of antibodies to Barmrelia
burgdorferi (B.burgdarferi) auter surface proteins (Osp) OspA, OspC, and OspF (abstract; ?Recembinant antigens of outer surface
proteins (Osps) OspA, OspB, OspC, OspE, and OspF of Borrelia burgdorferi sensu stricto and of p41-G, an antiganic region of flagellin
of this spirochete, were tested with human sera in class-specific and polyvalent enzyme-linked immunasorbant assays (ELISAs)) and
based on the presenca or absence of the antibodies, identifying the mammal as infected or not infected with B.burgdorferi (abstract;
"With relatively high degrees of specificity, ELISAs with recombinant antigens, particularly OspC and p41-G, can halp to confirm B.
burgdarfari infections'; pg 238 Table 1; ‘Reactivity of hurman sera to whole calls and recombinant antigens of B. burgderfer in class-
specific ELISA for IgM antibodies’).

Therafare, the inventlons of Groups H Il fack unity of invention under PCT Rule 13 because they do not share a same or coresponding
special technical feature.
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