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(57) Abstract: An improved quality assurance system and method for point-of-care testing are disclosed. The present invention
provides quality assurance for laboratory quality tests performed by a blood analysis system or the like at the point of patient care
&N\ without the need for running liquid- based quality control materials on the analysis system. Quality assurance of a quantitative phys-
& iological sample test system is performed without using a quality control sample by monitoring the thermal and temporal stress of a
component used with the test system. Alert information is generated that indicates that the component has failed quality assurance
when the thermal and temporal stress exceeds a predetermined thermal-temporal stress threshold. Alternatively, the present inven-
tion provides quality assurance for laboratory quality tests performed by a blood analysis system or the like at the point of patient
a care by minimizing the need for running liquid-based quality control materials on the analysis system.



INTERNATIONAL SEARCH REPORT

International application No

| A. CLASS BJECT MATTER
IV oINS TAgT 601K3/04

ADD... §0IN31/22 .. - GOIN35/00..

AccordinQ to Infernational Patent Classification (IPC) or to both national classification and IPC

PCT/US2008/076409

N

B. FIELDS SEARCHED .

Minimum documentation searched (classification system followed by classification symbols)

GOIN

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

EPO-Internal, WPI Data, BIOSIS, EMBASE

Electronic data base consuited during the international search (name of data base and, where practical, search terms used)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category* | Citation of document, with indication, ‘'where appropriate, of the relevant passages Relevant to claim No.
X WO 2004/081746 A (I STAT CORP [US]; 1,2,
“ TIRINATO JODY ANN [US]; ZELIN MICHAEL P 4-10,19,
[US]; GIBSON) 20 ,
23 September 2004 (2004-09-23)
paragraph [0034] — paragraph [0046];
figure 2
X EP 1 624 303 A (IMI VISION LTD [GBI) 1,2,4-6,
8 February 2006 (2006-02-08) 10,19
Y 7-9,20
paragraph [0003] - paragraph [0011]
paragraph [0024] - paragraph [0036]
figures 5-7
- / —
Further documents are listed in the continuation of Box C. See patent family annex.

* Special categories of cited documents :

*A* document defining the general state of the art which is not
considered to be of particular relevance

*E* earlier document but published on or afier the international
filing date

invention

which is cited to establish the publication date of another
citation or other special reason (as specified)

"T* later document published after the international filing date
or priority date and not in conflict with the application but
cited to understand the principle or theory underlying the

*X* document of particular relevance; the claimed invention
cannot be considered novel or cannot be considered to
'L* document which may throw doubts on priority claim(s) or involve an inventive step when the document is taken alone

*Y* document of particular relevance; the claimed invention
cannot be considered to involve an inventive step when the

European Patent Office, P.B. 5818 Patentlaan 2
NL - 2280 HV Rijswijk

*0" document referring to an oral disclosure, use, exhibition or ‘ document is combined with one or more other such docu—
other means ments, such combination being obvious to a person skilled
*P* document published pricr to the International fliing date but inthe art.
later than the priority date claimed *&" document member of the same patent family
Date of the actual completion of the international search Date of mailing of the intemational search report
24 February 2009 02/06/2009
Name and mailing address of the ISA/ Authorized officer

Tel. (+31-70) 340-2040, ' :
Fas: (n31-70) 5403018 Johnson, Keith

Form PCT/ISA/210 (second sheet) (April 2005)

page 1 of 2




INTERNATIONAL SEARCH REPORT

International application No

PCT/US2008/076409

C(Continuation). DOCUMENTS CONSIQERED TO BE RELEVANT

Category”

Citation of document, with indi'catiorl,Awhef_requpprgp'riggé,_ of the relevant passages

Relevant to claim No,

Y .

Ep 1 277 438 A (AGILENT TECHNOLOGIES INC
[UST) 22 January 2003 (2003-01-22)

paragraph [0022] - paragraph [0041];
figure 1

[DE]; HOFFMANN LA ROCHE [CH])
30 January 2002 (2002-01-30)

paragraph [0010] - paragraph [00301];
figures

7-9,20

1,2,6,
10,19

1,2,4-6,
19

7-10

Fomm PCT/iSA/210 (continuation of second sheet) (April 2005)

page 2 of 2




Intematuona}applzlca(t)lor) No.
INTERNATIONAL SEARCH REPORT PCT/US2008/076409
Box No. II Obser\(atiohs where certain claims were found unsearchable (Continqatic;n of item 2 of first sheet) K
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This International Searching Authority found multiple inventions in this international application, as follows:

see additional sheet

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

2. D As all searchable claims could be searched without effort justifying an additional fees, this Authority did not invite payment of
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D As only some of the required additional search fees were timely paid by the applicant, this international search reportcovers
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4. m No required additional search fees were timely paid by the applicant. Consequently, this international search report is
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Remark on Protest DThe additional search fees were accompanied by the applicant's protest and, where applicable, the
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DThe additional search fees were accompanied by the applicant's protest but the applicable protest
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D No protest accompanied the payment of additional search fees.
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Dependent claim 3 specifies that the quality control sample comprisese a
- liquid control but claim 1, on which it depends, explicitly excludes the
-use of a quality control sample This gross contradiction renders any
~ meaningful search for this subject matter impossible.

The applicant’s attention is drawn to the fact that claims relating fo
inventions in respect of which no international search report has been
established need not be the subject of an international preliminary
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO
policy when acting as an International Preliminary Examining Authority is
normally not to carry out a preliminary examination on matter which has
not been searched. This is the case irrespective of whether or not the
claims are amended following receipt of the search report or during any
Chapter II procedure. If the application proceeds into the regional phase
before the EPO, the applicant is reminded that a search may be carried
out during examination before the EPO (see EPO Guideline C-VI, 8.2),
should the problems which led to the Article 17(2)PCT declaration be

- overcome.
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