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extent that no meaningfitl international search can be carried out, specifically:

Clatms 22-25 are omnibus type claims, not drafied In accordance with Rule 6.2(a).

3 D Claims Nos.:

becanse they are dependent ¢laims and are not drafted in accordance with the second and third sentences of Rule 6,4(a},

Box No. [11  Dbservations where unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows:

Group I claims 1-11, 22-23, drawn to a method for detection of the presance or absence of Prpsc in a biological sample suspacted of
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b. labeling concentrated Prpsc vvith at laast one molecuiar label to produce labaled Prpsc; and

€. detecting the labeled PrpSc on an instrument capable of detecting an attomole quantity of labeled Prpsc,

Continued in Supplemental
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2, |:] As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees.
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SUPPLEMENTAL BOX
Continuation of: Box No. Il - Observations where unity of invention is lacking:

Group I, ctaims 12-21, 24-25, drawn 0 a method for detection of the pressnca or absence of Prpsc in a biolegica! sample suspecied of
having them comprising;

a. amplifying Prpsc present in the sampla by sPMCA;

b. concentrating Prpsc as may be present in the sample by substantially separating the Prpsc from sample matrix;

¢. labeling concentrated Prpsc with at least one molecular labet to produce labeled Prpsc; and

d. detecting the labeled Prpsc on an Instrument ¢apable of detesting attomole quantities of labeled Prpsc

Group Ill, claims 26-32, drawn to a monoclonal antibody or antigen-binding portien thereof, which binds to Prpsc and which enhances
binding of a second monoclonal antibody to Prpsc.

Tha inventions listad as Groups |-l do not relate to a single general invantive concept under PCT Rule 13.1 because, under PCT Rule
13.2, they lack the same or cormesponding special technical faaturae for the following raasons:

Groups -1l do not include the inventive concept of a monoclonal antibody or antigen-binding portion thereof, which bindg to Prpse and
which enhances binding of a second menoclonal antihody to Prpsc, as required by Group |11,

Thae inventions of Group | do not include the Inventive concept of a. amplifying Prpsc present in the sample by sSPMCA, as required by
Group Il

The Inventions of Groups I-1| share the technical feature of a method for detection of the presence or absence of Prpsc In a blological
sample suspected of having them comprising;

&. concentrating Prpsc as may be presant in the sample by substantially separating the PrpSc from sample matrix;

b. labeling concantrated Prpsc with af least ona molecular label to produce labelad Proac; and

<, detecting the labalad PrpSc on an instrument capable of detacting an attomole quantity of labeled Prpsc.. Howaver, this shared
technical feature doas not represent a contribution over prior ant. Specifically, an article titked "Characterization of prion protein (Pri)-
derived peplides that discriminate ful-length PPSc from PrPC™ to Lau et al. (hereinafter "Lau") discl @ method for detection of the
presence or absence of PrPsc in a biclogical sample suspected of having them {abstract; pg 11355, col 2, para 4.8} comprising:
—concentrating PrPsc as may be present in the sample by substantially separating the PrPsc from sample matrix {pg 11555, col 2, para
4-6)

—labaling concentrated PrPsc with at least one malecular label to produce labeled PrPsc (pg 11555, col 2, para 6-"Alkaline phosphatase
{AP}-conjugated detection antibody™); and

—dstecting the labsled PrPss on an instrument capable of detecting attomole quantitles of labsled PrPsc {table 1; abstract-"8 amol*; pg
11153, col 2, para 2 to pg 11554, col 1, para 1; pg 11355, col 2, para 6). As said agent method was known at the time of the Inventlon,
1his cannot be considered a special technical feature that would otherwise unify the groups.

Groups -1l therefors lack unity under PCT Rule 13 because they do not share a same or corresponding special technical feature.
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