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BO1L 3400, 3/50, 3/5027; B81B 7/00; GO1N 33/00, 33/48, 33/49, 33/50
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B. FIELDS SEARCHED

Minimum documentation searched (classification system followed by classification symbols)
See Search History document

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched
See Search History document

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used)
See Search History document

C. DOCUMENTS CONSIDERED TO BE RELEVANT

to be of particular relevance

ﬁl_-lier application or patent but published an or after the international
iling date

document which may throw doubts on priority claim(s) or which is
cited to establish the publication date of anather citation or other
special reason (as specified)

document referring to an oral disclosure, use, exhibition or other
means

document published prior to the intemational filing date but later than
the priority date claimed
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Category* Citation of document, with indication, where appropriate, of the relevant passages Relevant to claim No.
X LS 201040261286 AT (KIM, YH et al.) 14 Qctobar 2010; figuras 1, 2A, 4-5; paragraphs [0024], | 3. 5-6, 13, 24-27, 31-32,
- [0031], [0033], [0035], {0053], [0068], [C071), [0073]-[0074], [0078]-[0080], [0090], [00B2]-[0064], | 36, 36-42, 45, 58-59
¥ [0098]-[0089), [0101), [0105]-[0108], [0130], [0138]; claim 36 -

11-12, 28-30, 33-35, 37,
43-44, 46-57, 60, 62-68
X US 6,663,833 B1 (STAVE, JW et al.} 16 December 2003; abstract; figure 2; column 3, lines 4-9, (1, 10, 14, 23
- 15-25, 39-58; column 4, linas 35-41; column 6, lines 23-31, 48-67; column 7, lines 15-22; -
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cotumn 15, lines 29-43; column 16, lines 21-30; column 22, lines 63-67; column 23, linas 20-46;
- | column 25, lines 34-55
Y S 2015/0087079 A1 {ALERE SAN DIEGQ, INC) 26 March 2015; figuras 6, 12, 14-15; 2-4, 7,33, 35, 43, 46-50,
paragraphs [0006H0007], [0018], [0023)-{0024], [0028]-{0029)], [0033)-{0034], [0042], 52-57, 62, 65-68
[0D68J-[0068), [0071}-[0072], [0074]-[0078], [0091], [0114), [6118]
Y US 2013/0023060 A1 {(ROCHE DIAGNOSTICS OPERATIONS, INC.) 24 January 2013; figures |8
4, G; paragraphs [0035), {0051], [0071]
Y US 6,302,134 B1 (KELLOGG, G et al.) 18 October 2001; column 22, kines 30-34; column 46, 9,61
lines 6-10
Y US 7,824,611 B2 (BUECHLER, KF} 02 November 2010; column 4, lines 27-32, 60-67; column |11
11, lines 28-47, column 12, lines 20-23

}X{ Further documents are listed in the continuatien of Box C. I:I See patent family annex,

* Special categories of cited documents: “T~ later document published afier the intgrnational Fiking date or priority
“A"  document defining the general state of the art which {s not considered rstand

date and not in conflict with the aplﬁliqahon but cited to un
the principle or theory underlying the invention

document of particular relevance; the claimed invention cannot be
considered novel or cannot be considered 10 involve an inventive
step when the document is taken alone

document of particular relevance, the claimed invention cannot be
considered Lo involve an inveniive step when the document is
combined with one or morg other such documents, such combination
Being cbvicus ko 8 person skilled in the art

"&" document member of the same patent family
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Date of the actual completion of the international search
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Date of mailing of the international search report
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Name and mailing address of the ISA/
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Y US 2010/0008430 A1 (WAN, Z) 14 January 2010; paragraphs [3010], [0068], [0088] 63-65

Y US 2014/0220668 A1 (TACHIBANA, H et al.) D7 August 2014; paragraphs [0002]-{0003], §4-55
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Box No. 1T Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

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

1. D Claims Nos.:

because they relate (o subject matter not required to be searched by this Authority, namely:

2. I:l Claims Nos.:

because they relate to parts of the intemational application that do not comply with the preseribed 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 ageordance with the d and third ser of Rule 6.4{a).

Box No. IIT  Observations where unity of invention is lacking (Continuation of itemn 3 of first sheet)

This International Searching Authority found multiple inventions in this intemational application, as follows:
This application conlaing the following Ihventions or groups of inventions which are not 50 linked as to form a single general inventive
concept under PCT Rule 13.1. In order for ali inventions to be examinad, tha appropriate additional examination feas must be paid.

Group |: Claims 1-76 are directed lowards a method and construction of a microfluidic device.,
Group |I: Claims 77-87 are directed towards a method for determining the presence or abssnce of cardiac tropanin in a patient sample.

-+*.Continued Within the Next Supplemental Box-"*"-

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 withgut effort justifying additional fees, this Autherity did not invite payment of
additional fees.

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

4. ﬂ 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.:

1-76

Remark on Protest ' EI The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee.

I:] 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.

Form PCT/ISA/210 (continuation of first sheet (2)) (January 2015)
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-*_Conlinued from Box V: Chservations where unity of Invention is lacking-**"-

The inventions listad as Groups IV do not relate to a singls general inventive concept under PCT Rule 13.1 because, under PCT Rule
13.2, they lack the same or comesponding special technical features for the following reasons:

the special technical features of Group | include a capillary flow channal dispoged within a microfluidic device, the capillary flow channel
comprising a proximal opening and a distal opening: a filter pockst comprising a filter and disposed at the proximal opening; a mixing
wall disposed distal to the filter pocket; a dry reagent zone contalning a reagent disposad distal to the mixing well; a plnch region
disposed distal to the dry reagent zone; and a detection zone disposed distal to the pinch region, wherein the filtar pockat, mixing well,
dry reagent zone, pinch region and detection zone are configured to control a flow rate and are in fluidic communication, which ara not
present in Group II; the special tachnical features of Group |l include determining the presence or absanca of cardiac troponin in a
patiant sampla, comprising: a} lubieTing 1he iroponin, If presant, with a |abel comprising a binding partner for the traponin and a detectable
maiety; and b) detecting troponin in the sample by datermining the presence or absence of the label in a handhald assay, wherein
delaction of the presence of tha label Indicates the presence of troponin in the sample, which are not prasent in Greups I1.

The common technical features batween Groups I-11 are: a microfiuidic device,
These common tachnical features are disclosed by US 2015/0151298 A1 to Berkeley Lights, Inc. (Hobbs).
Hobbs digcloses a microfluidic device {a microfluidic device; paragraphs (0100], [0128]).

Since the common technlcal faatures are previously disclosed by Hobbs, these common features are not speclal and so Groups |-l lack
unity.

Form PCT/ISA/210 (extra sheet) (Janeary 2015)
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