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accelerated stability
study

IR E R

accelerated test
THEFALR
(JIS Z 8115)

(E3E) stability study designed to increase the rate of chemical or physical degradation
of an in vitro diagnostic reagent by using exaggerated conditions with the purpose of
predicting the shelf-life

acceptable quality level

(F838) when a continuous series of batches is considered, the quality level which for the
purposes of sampling inspection is the limit of a satisfactory process average

acceptance testing

HERYRE

(E3,) process of inspecting a portion of the units of product that make up a batch (i.e.
the sample) for the purpose of accepting or rejecting the entire batch, as prescribed in
the associated (pre—established) sampling plan

& IS8

accepted reference value

(%) 1SO 3534~1, instead of “a true value” in the definition above, uses the concept

“the accepted reference value”, which can be a theoretical {true), ass1gned consensus, or
procedure—defined value.

accuracy

RS

JIS Z 8402

(€2, the extent to which the mean of repeated measurements, conducted on a given
sample, approaches the blood glucose concentration in the sample as measured by the
comparafive method designated by the manufacturer

(HI#1) The term accuracy, when applied to a set of test results, involves a combination
of random components and a common systematic error or bias component.

active ingredient

(%) a constituent that participates in the reaction used to measure or detect the
analyte

additive

b

(F#8) any substance, other than surface treatment designed to be irremovable, that is
placed inside the receptacle to facilitate the preservation of the specimen, or is placed in,
or on, any receptacle accessory in order to allow the intended in vitro diagnostic
examination to be performed

(F#) The primary sample collection manual shall include procedures for primary
sample collection (e.g., phlebotomy, skin puncture, blood, urine and other body fluids.)
with descriptions of the primary sample containers and any necessary additives.

analyte

SRS

(%) component indicated in the name of a measurable quantity
(BHI) Traceability of calibration requires that the reference and routine measurement

procedures measure the same measurable quantity with an analyte of the same pertinent
characteristics.
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(B#&) the upper limit of analytical error (.e., bias, imprecision, nonspecificity) that can
be tolerated without affecting the clinical use of an assay

9 | analytical error AR (FI#) In relation to the evaluations, the analytical performance should be characterized
in terms of total analytical error.
() Portion of material taken from the analytical sample and on which the
. . measurement or observation is actually carried out
10| analytical portion Ly (F#) The estimated within- and between—sample homogeneity, with regard to the
minimum analytical portion, shall be stated.
(E2,) sample prepared from the laboratory sample and from. which- analytical portions
. = may be taken
11 | analytical sample i (1) The steps in the preparation of the analytical sample shall be described, e.g.
separation, grinding, mixing, freeze drying, storage, and reconstitution.
(A1) performance specifications (e.g., linearity, precision, accuracy as expressed as
12 | analytical sensitivity SHRRE standard uncertainty of measurement, detection limits, measuring interval, systematic
error, analytical sensitivity, and analytical specificity); .
. (#) Solution prepared by dissolving, with or without reaction, an analytical portion in
. . analytical (&% .. .
13 | analytical solution NHRB®E H = a gas, liquid, or solid
T (Fi#1) The preparation of any analytical solution shall be described.
(XE%8) Ability of a measurement procedure to determine solely the measurable quantity
it purports to measure
14 | analytical specificity SRS (B#I) Manufacturer’s standing measurement procedure shall define 2 measuring system
which is calibrated by one or'more of the manufacturer’s working calibrators or higher
types of calibrator and is validated for analytical specificity.
r-
15 | amex R SRR | ) —sonem
($®) Specific immunoglobulin formed by B-lymphocytes in response to exposure to an
immunogenic substance and able to bind to this
16 | antibody bk (H#) This problem is typically met in immunoprocedures, where antibodies used In

different procedures can have different reactivity towards the epitope(s) of the analyte
antigen or the antigens used as reagents can have different reactivity towards the analyte
antibody.
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17

antiseptic

(€2,) compound or application of compound to skin or mucous membranes to
substantially reduce microorganism content
(AA#I) Laboratories should provide alternate materials for hand washing for workers who

| suffer from allergies or other reactions to specific compounds contained in certain

antiseptic agents.

18

arbitrary unit

TEEEs

. (#) Where an arbitrary unit is used it shall have an internationally agreed definition

or a definition described by a given measurement procedure.

19

assigned value

(R£#,) value attributed to a particular quantity and accepted, sometimes by convention,
as having an uncertainty appropriate for a given purpose

(B#1) Laboratory medicine routinely provides results for 400 to 600 types of quantity.
For most of these, the traceability of the assigned value for a product calibrator stops
after only one metrologically higher step consisting of a (reference) measurement

procedure, or after two steps consisting of a measurement procedure and a (reference)
calibrator.

20

batch

Ny F

(B#E) defined amount of material, either starting material, intermediate or finished
product, which is uniform in its properties and has been produced in one process or series
of processes [EN 375 : 2000]

(A1) For the first batch of such a material, an “international unit” is defined as an

arbitrarily specified amount of the material and characterized by its specified biological
activity.

21

batch acceptance

Ny FHEEFIR

(%£38) procedure of establishing conformity of a batch with the device specifications

22

batch code

Ny FES

(RE#&) a code that is a distinctive combination of numbers and/or letters which
specifically identifies a batch and permits its manufacturing history to be traced

23

bias

M=&Y

JIS Z 8402

(&) diﬂ'erence between the expectation of the results of meastrement and a true
value of the measurand

(Bl Data from EQAS/PT programs provide an estimate of the total error that is
available with current technology, because the analytical errors derived from EQAS/PT
include both between— and within-laboratory error, the precision and bias estimates are
the maximum total error for a specific measurement.
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24

biological reference
interval

EYFRREIER

(ZB#8) reference interval. central 95—percent interval of the distribution of reference
values

(A Biological reference intervals shall be periodically reviewed. If the laboratory
has reason to believe that a particular interval is no longer appropriate for the reference
population, then an investigation shall be undertaken, followed, if necessary, by
corrective action.

25

biological safety cabinet

REAMHErE
Fv b

(%) primary containment device for working with infectious agents
(FA#I) When risk of infection associated with aerosols is possible, samples shall be
opened and worked on only in a biological safety cabinet.

26

|blood glucose monitor

mEE=4—

(GE#E) the instrument component of a blood glucose monitoring system, commonly
referred to as a “meter.”

(F#H) If eight or fewer replicate results fall within the specified quality control range,
the blood glucose monitor has failed the high temperature test.

27

blood glucose

monitoring system

mEE—_5—-2
AT L

ISO/TC 212
BRRHER
£ 03/02/10

(F#R) a measuring system which is intended by the manufacturer to be used in vitro on
blood samples derived from the human body for the purpose of monitoring blood glucose
concentrations

(BI#l) The following protocol shall be used to evaluate the repeatability of the blood

glucose monitoring system.

28

calibration

JIS Z 8103

(E2E) set of operations that establish, under specified conditions, the relationship
between values of quantities indicated by a measuring instrument or measuring system, or
values represented by a material measure or a reference material, and the corresponding
values realized by standards

(%) Manufacturer’s product calibrator shall have its value assigned according to the
manufacturer’s standing measurement procedure and is intended for calibration of the
end-user’s routine measurement procedure.

29

calibration function

BRIERIS

(FA#) These records may include - - - g) calibration functions and conversion factors;

30

calibration hierarchy

B IE OB R B

(BB In such cases, trueness is referred to that level of the calibration hiefarchy until
an internationally agreed reference measurement procedure and/or calibrator becomes
available.

31

calibration material

REVE

(%) reference material whose value is used for the independent variable in a
calibration function

(%) The calibration material shall have demonstrated commutability as regards the
manufacturers selected measurement procedure and the procedure to be calibrated.

LSS H MRy H
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32

calibrator

(FE#) substance, material or article intended by its manufacturer to be used to
establish the measurement -relationships of an in vitro diagnostic medical device

(%) Manufacturer’s standing measurement procedure shall define a measuring system
which is calibrated by one or more of the manufacturer’s working calibrators or higher
types of calibrator and is validated for analytical specificity.

33

capability

BEH

(FBH) The review of capability may include results of earlier participation in
interlaboratory comparisons or external quality assessment schemes and/or the running
of trial examination programmes in order to demonstrate uncertainties of measurement,
limits of detection, ete.

34

case-finding

EFIRE

(E#]) investigations to discover possible causes of symptoms of a patient

(B#I) For the purpose of this document, case finding is defined as the performance of
tests on an opportunistic basis when an individual presents to the health care system with
a complaint unrelated to the tests performed. Examples include testing conducted when
individuals visit hospitals for one problem and arbittery of investigations is performed or

when they visit general practitioners with a medical complaint or for routine “healthy
check—up”.

35

catalytic activity

ARIEEYE

(F2) property of a component corresponding to the catalysed substance rate of
conversion of a specified chemical reaction, in a specified measurement system.

(F#l) For the measurement of the catalytic activity concentration of enzymes
(hereafter called 'catalytic concentration’), a hierarchy of calibrators and measurement
procedures is described in the present standard.

36

catalytic concentration

ARIEIRAE

(B catalytic activity of a component divided by volume of the original system
(A#1) Enzymes in blood or other biological fluids can be measured for diagnostic
purposes in terms of their catalvtic concentrations.

37

catalytic-activity
concentration

ARIEE

(BF) catalytic activity of a component divided by volume of the original system
(B#1) Results of catalytic-activity concentration measurements are only comparable if
the enzyme activities are measured under the same conditions.

HITTEYRHNB YK H

& ITHeTH

£00%



38

certified reference
material -

RAREME

(FEF&) reference material, accompanied by a certificate, one or more of whose property
values are certified by a procedure which establishes traceability to an accurate
realization of the unit in which the property values are expressed, and for which each
certified value is accompanied by an uncertainty at a stated level of confidence

(A1) The material usually is highly purified containing a physicochemically
well-defined analyte, examined for stability, compositional integrity, and accompanied by

a certificate (certified reference material, CRM).

39

chromogenic reagent

REER

(EF,) Reagent that reacts with certain chemical groups present or induced in cells and
tissues with the formation of a coloured compound in situ.

40

cleaning

b

(%£2&) process to remove all visible debris :

(F#) Specific protocols shall be established for the decontamination, cleaning, and
disinfections of each piece of equipment in case of accidents or spills that result in
biological, chemical, or radioactive contamination, and also prior to equipment being
serviced or repaired.

41

clinical laboratory

ERERREE

(E#E) a facility for the biological, microbiological, immunological, chemical,
immunohaematological, haematological, biophysical, cytological, pathological, or other
examination of materials derived from the human body for the purpose of providing
information for the diagnosis, prevention, or treatment of any disease or impairment of, or
the assessment  of the health of, human beings.

These examinations also include procedures to déetermine, measure, or otherwise
describe the presence or absence of various substances or organisms in the body.
Facilities only collecting or preparing specimens (or both) or only serving as a mailing
service and not performing examination are not considered laboratories.

A laborai:ory_may provide a consultant advisory service covering all aspects of laboratory
investigation including the interpretation of resuits and advice on further appropriate
investigation. ’

(%) Additives for reference materials used in the clinical laboratory include
anticoagulants, antioxidants, antimicrobial agents, stabilisers, wetting agents, and
coating of pellets.

42

clinical laboratory
sciences

BRIRRER P

(F#) International Union of Pure and Applied Chemistry, International Federation of
Clinical Chemistry. Compendium of terminology and nomenclature of properties in

clinical laboratory sciences.
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43

closing torque

i b vs

(XEZ&) twisting force, specified by the manufacturer, that is required to tighten a screw
threaded closure sufficiently, by means of a torque wrench, to effect the sealing of a
receptacle '

44

closure

IS\ f:

() component by which the container is closed

(BI#1) The container and/or packaging shall be specified as to type, material, closure,
and atmosphere.

45

combined uncertainty

BRERHEMS

(B#) a combined uncertainty Uc obtained as the outcome of an uncertainty budget

46

commutability

Eifutt

(H#1) The analytical specificities of the described routine procedure and metrologically

higher reference measurement procedures as well as the stability and commutability of
the calibrators shall be known or investigated.

47

comparability

]
op
r3

(XE28) Comparison with results obtained by other procedures

If relevant for comparability, comparative data shall be given on results of measurements
on various types of sample to which the reference measurement procedure is claimed to
apply with the procedure presented and with alternative measurement procedures
differing in principle of measurement, method of measurement, or details of measurement
procedure,

(H#1) International agreement on such reference measurement systems without
traceability to Sl i s necessary to avoid nal or regional reference measurement systems
provide different traceability chains giving different results.

48

comparative method

=d 3ol

(RE#,) a method designated by the manufacturer as the appropriate analytical system
for establishing specimen glucose target values for accuracy determinations

(#I) The U.S. Food and Drug Administration issued a draft guidance document in
1998 (Reference 17) for blood glucose monitoring devices that employ enzymatic reagent
systems. The document indicates that generally accepted performance criteria are as
follows: at glucose concentrations >= 5,5 mmol/L (100 mg/dL), 95% of the glucose results
shall fall within +/- 20 % of a well~characterised comparative laboratory method or other
legally marketed glucose method, and at glucose concentrations < 5,5 mmol/L (100
mg/dL), 95% of the results shall fall within +/-1,11 mmol/L (20 mg/dL) of the
comparative method. '
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49

competence

(FI#1)  This International Standard specifies particular requirements for the quality and
competence of medical laboratories. It covers all examinations and provides guidance for
laboratory procedures to ensure quality and competence in medical laboratory
examinations.

50

component

BRER

(A#1) Computer components and storage areas should be readily accessible to
appropriate fire—fighting equipment.

51

conformity

(F#) The laboratory management shall have a policy and procedure to be implemented
when it detects that any aspect of its examinations does not conform with its own
procedures or the agreed upon requirements of its quality management system or the
requesting clinician. These shall ensure that: ———~

h) each episode of nongconformity is documented and recorded. These records shall be
reviewed at regular specified intervals by laboratory management to detect trends and
initiate preventive action. '

52

container

(JEZ®) part of the receptacle without the closure, and without any accessory, that
contains the specimen

(F#) Storage conditions for the unopened container shall be given, e.g. temperature,
humidity, and iight.

53

control material

EEYME

(R3]8) substance, material or article intended by its manufacturer to be used to verify
the performance characteristics of an in vitro diagnostic medical device

(F#1) The trueness of méasurement of a value assigned to a defined quantity of a
calibrator or trueness control material, depends on the metrological traceability of the
value through an unbroken_chain of alternating measurement procedures and
measurement standards (calibrators), usually having successively decreasing
un—certainties of measurement

54

control procedure

EEFIR

(FF2;) activities routinely performed in order to monitor the adequacy of the method
and test system, and to indirectly assess the accuracy and precision of results
(Fil) These quality control procedures are intended to provide users with assurance

that the device is performing within specifications, and therefore the results are suitable
for its diagnostic use.

55

control strain

() Microorganism used for microbial performance evaluation of culture media.

56

conversion factor

(B#HI) These records may include — - - g) calibration functions and conversion factors;

— e |
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B g B RE iE #® - H il
co-ordinator of a . = (E#,) person empowered by the manufacturer with responsibility for the entire
57 | performance evaluation | #EEEEMBE L E o o ) : i
study . performance evaluation study of an in vitro diagnostic medical device
(BB Procedures for corrective action shall include an investigation process to
58 | corrective action SENE determine the underlying cause(s) of the problem. These shall, where appropriate, lead
to preventive actions.
59 | coverage factor aaEK (A#) ACCL.II'aCY of measurement - — - b) an expanded uncertainty U with the coverage
factor k specified (U =k - u,).
60 | critical value RE S (H#D In .af'ldition to document contr?I identifiers, documentation should include~~-—
m) alert/critical values, where appropriate
. (A In addition to document control identifiers, documentation should include——— i)
61 | cross reaction RERG . . o .
interferences (e.g. lipemia, hemolysis, icterus) and Cross reactions
(#£%8) destruction or removal of microorganisms to some lower level, but not
necessarily to destruction, to render materials safe for further handling
62 | decontamination EppE (FHWJ.) Rubbish and laboratory waste shall not be allowed to.accumulate. Filled ‘
containers shall be removed from work areas on a regular basis. They shall be held in a
| designated secure place, normally within the laboratory area, prior to decontamination or
final disposal.
(B#) performance specifications (e.g. linearity, precision, accuracy as expressed as
63 | detection limit’ BHER standard uncertainty of measurement, detection limits, measuring interval, systematic
error, analytical sensitivity, and analytical specificity);
(A% For reference materials of higher order, a stability allowing storage life from 8 to
'10 years of use is a relevant aim. It is often possible to estimate how the decomposition
64 | deterioration %1t will take place with time by exposing samples for relatively short periods (e.g. several
weeks) to a range of temperatures, including some at which deterioration will occur more
rapidly than at the proposed storage temperature.
65 | determination AsE (R Alternatively, the blood glucose monitoring system shall be rendered

nonfunctional and shall not display a numerical glucose determination.

g 2
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66

diagnostic test

PHERRE

(€%%) a measurement or examination of a diagnostic specimen for the purpose of
diagnosis, prevention, or treatment of any disease or the assessment of health or
impairment of health of an individual patient

(A1) Technical Committee ISO/TC 212: Clinical laboratory testing and in vitro
diagnostic test systems

67

difference scale

£5RE

(FI#1) Each value of a quantity assigned to such a material, intended for use with
measurement procedures, is found on a difference scale or a ratio scale, is expréssed asa
numerical value multiplied by a unit of measurement (see 4.1), and is accompanied by an
uncertainty of measurement.

68

disinfection

(£#) elimination of all vegetative pathogenic bactena, including M. tuberculosis, but
not necessarily viruses or spores

(B#) Specific protocols shall be established for the decontamination, cleaning, and
disinfection of each piece of equipment in case of accidents or spills that result in
biological, chemical, or radioactive contamination, and also prior to equipment being
serviced or repaired.

69

draw volume

RRE

(FB#®) amount quantity of liquid specimen drawn into an evacuated receptacle

10

EQAS

NEBREFEER
F—L., SEREE
EREXF—L

Il

EQAS organization

EQASH&

(XE2) organization that designs and organizes an external quality assessment scheme
(FABU) The systems for the surveillance of medical laboratory performance from an
external source are known as external quality assessment schemes (EQAS) in Europe and
proficiency testing (PT) in the USA (26).

72

evacuated receptacle

(F€#®) receptacle intended for specimen collection by means of evacuation, either
already induced by the manufacturer (i. e. pre-evacuated receptacle), or induced by the
user immediately before a liquid specimen is taken

73

examination

(FE) set of operations having the object of determining the value of a property
(F#) For those examinations which are performed using different procedures or
equipment and/or at different sites, there shall be a defined mechanism to verify the
comparability of results throughout the clinically appropriate intervals.

HIF 8T ROSTHYUHHTEYYYH
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74

examination procedure

REFIR

(F3) set of operations, described specifically, used in the performance of examinations
according to a given method

(FA#I) The laboratory shall make its list of current examination procedures, including
primary sample requirements and relevant performance specifications and requirements
available to users of laboratory services upon request.

75

expanded uncertainty

HRFEN S

(%) 4.14.11 Accuracy of measurement — — — b) an expanded uncertainty U with the
coverage factor k specified (U =k - u,).

76

expected variability

)

(H#1) 7.7 The expected variability of comparison around the regression line (prediction
limits) may be estimated at a given probability on the basis of the number of samples and
the respective uncertainties of the two measurement procedures.

77

expiry date

EHHE

(GEF). fthe date up to which_product performance is assured by the manufacturer based
on the stability of the IVD reagent [EN 375 : 2000]

78

external quality
assessment

580 B ST
51 EP R BE ST

(F#1) The quality management system shall include, but not be limited to, internal
quality control and participation in organized interlaboratory comparisons such as
external quality assessment schemes.

79

extraction hood

#EI—F

(REF&) cover above laboratory device for the extraction of air or fumes which prevents
their general circulation

(H#1) Equipment generating excessive steam or odour shall be isolated from the
general workspace, under a suitable extraction hood.

80

failure mode, effect and
criticality analysis
(FMECA)

BEE—F., E
8 BLUHS
ERITFEMECA)

(B#) systematic review of a system or product involving three phases: identification of
potentia] failures, assessing the impact on total system/product performance of that
failure, and the criticality of that failure

(F#1) The manufacturer shall conduct an appropriate risk analysis, such as failure

mode, effect and criticality analysis (FMECA) or fault tree analysis (FTA), during the

design and development of the device.

81

fault tree analysis (FTA)

BEDKEH

(&) systematic review of a system or product to identify sources of potential failure;
particularly useful in safety and reliability analyses

(Bi#1) The manufacturer shall conduct an appropriate risk analysis, such as failure
mode, effect and criticality analysis (FMECA) or fault tree analysis (FTA), during the
design and development of the device.

82

fill line

FEEFER

(%£28) markona container, or its label, to indicate the nominal liquid capacity of a
container, or filling capacity of a receptacle

HOTEURHEHMM Y H
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83

filling capacity

¥
i
)
Ll

(F£#,) volume of specimen needed to achieve the required additive to blood ratio

84

fluorochrome

HieER

(X€2) Reagent which emits visible light when irradiated with excitation light of a shorter
wavelength. .

(F#) A description shall be provided giving guidelines for staining in biology and for
qualitative and quantitative procedures (if applicable). This shall include information

on:——~ b) details of a suitable reaction procedure used by the manufacturer for testing the |-

reactivity of the dye, stain, chromogenic reagent, fluorochrome, antibody, nucleic acid
probe, or lectin used for staining in biology;————

85

free space

iU ZER]

(EFE) extra capacity, or headspace, which is provided to allow adequate mixing of the
contents of a receptacle

86

graduation mark

=R

(2, mark ona container, or its label, to enable an estimation to be made of the
volume of the specimen

87

gravimetric analysis

ESOW

JISK 0211

(f£28) method of determining the volume of a liquid by weighing and correcting for the
mass density of the liquid

88

hierarchy

(A

(1) d) place in a hierarchy of measurement procedures and traceability.

89

histopathology

HsmEs

(FA#1) The laboratory shall have an effective, documented procedure for evaluating and
selecting referral laboratories as well as consultants who are to provide second opinions
for histopathology, cytology, and related disciplines.

90

holder and suction tip
assembly

B EHEE A
=]

(%) device that is intended to be attached to an evacuated receptacle to enable
liquid sample collection to be performed

91

housekeeping

BHEES

(FABI) Measures shall be taken to ensure good housekeeping in the laboratory.

92

immediate container

(EH) packaging which protects the contents from contamination and/or other effects
of the external environment

(A#) Detailed instructions for use shall be provided, including at least the following
information as appropriate: — b) opening of the immediate container: —

93

imprecision

FHRES

() dispersion of independent results of measurements obtained under specified
conditions )

(F#1) When one’s own internal QC data is used to establish quality specifications for
imprecision, an average of the error over an extended time period, e.g., six months, can
be used to average out errors from mulfiple lots of reagent, different technologists, etc

BTSNy o
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94

in vitro diagnostic
instrument (IVD
instrument)

&N 2ImAER
L

(X#8) Any instrument which, used alone or in combination with other in vitro diagnostic
medical devices, is intended by the manufacturer wholly or mainly to be used in vitro for
the examination of substances derived from the human body for the purpose of providing
information relevant to the detection, diagnosis, monitoring or treatment of physiological
states, states of health or disease, or congenital abnormality.

95

in vitro diagnostic
medical device

&N ZIRER
& - ERAREE

ISO/TC212 &
RRHERR
03/02/10

(%) any medical device which is a reagent, reagent product, calibrator, control
material, kit, instrument, apparatus, equipment or system, whether used alone or in
combination, intended by the manufacturer to be used in vitro for the examination of
specimens, including blood and tissue donations, derived from the human body, solely or
principaliy for the purpose of providing information concerning a physiological or
pathological state, or concerning congenital abnormality, or to determine the safety and
compatibility with potential recipients, or to monitor therapeutic measures

6200 ‘The calibrators and control materials are those provided by the manufacturers as
part of, or to be used together with, in vitro diagnostic medical devices.

96

in vitro diagnostic
reagent (IVD reagent)

WS EEHAER

AR

(%) Reagent that, used alone or in combination with other in vitro diagnostic medical
devices, is intended by the manufacturer to be used in vitro for examination of substances
derived from human, animal or plant sources, for providing information relevant to the
detection, diagnosis, monitoring or treatment of physiological states, states of health or
disease, or congenital abnormality.

() This International Standard relates to EN 375, In vitro diagnostic systems —
Requirements for labelling of in vitro diagnostic reagents for professional use and EN 376,

In vitro diagnostic systems — Requirements for labelling of in vitro diagnostic reagents for
self testing and should be used in conjunction with these.

97

in vitro diagnostic
systems (IVD systems)

S ZHBRES
ZFL (IVD &
27 L)

(R#) 2kor—4

98

infectious biological
material

(%) material which is known or highly likely to contain viable microorganisms or other

transmissible agents (e. g. prions) which are known or suspected to cause disease in
humans

99

influence quantity

EEE

(F#,) Quantity that is not the measurand but that affects the result of the
measurement

(F#1) A specified cause of a matrix effect is an influence quantity.

SRS H
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inspection by attributes

HERE

(E#8) inspection method whereby either the unit of product is classified simply as
conformlng or nonconforming with respect to a given requirement or set of requirements

101

inspection by variables

RER TS ER

(ﬁ%) inspection method whereby a specified quantitative property is measured to
establish statistically the acceptability of a batch from the result obtained from the units
of product, either components or finished devices, in a sample

102

instructions for use

Vg7

(F#&) information supplied by the manufacturer with an IVD instrument concerning the
proper use and the safe and correct operation, maintenance and basic trouble—shooting of
the IVD instrument :

(F#) The responsibility of the manufacturer for metrological traceability shall begin at
the assigned value for a product calibrator and end at the séconda.ry calibrator or
secondary reference measurement procedure as the case may be and if such exist. (The
former segment is delimited by two horizontal broken lines). The manufacturer, however,
shall also be responsible for the instructions for use.

103

‘interference

Fi&

(FEF&) Systematic error of measurement caused by an influence quantity which does not
by itself produce a signal in the measuring system, but which causes an enhancement or
depressmn of the value indicated

(F3#) In addition to document control identifiers, documentation should include - ~ )
interferences (e.g., lipemia, hemolysis, icterus) and cross reactions; —~ - —.

104

interference

EE

(H#1) Attention should be paid to biological sterility, dust, electromagnetic
interference, radiation, humidity, electrical supply, temperature, and sound and vibration
levels, as appropriate, to the technical activities concerned.

105

interlaboratory
comparison

BREEMLER

(%) The laboratory shall participate in organized interlaboratory comparisons, such
as external quality assessment schemes, that encompass the extent and complexity of
examination procedures used by the laboratory.

106

internal quality control

RBREER,
NBREEE

(%€38) operational techniques and activities at the point of use that are used to fulfil
requirements for quality of services
(A#I) The quality management system shall include, but not be limited to, internal

quality control and participation in organized interlaboratory comparisons such as
external quality assessment schemes.
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(XE#8) calibrator material whose value of a quantity is not traceable to the SI but is
. . assigned by international agreement
international — . " . .
. ... | EEERRED (FI#1) When appropriate the available highest level procedure or calibrator shall be an
107 | conventional calibration : . . . : . .
material B international conventional reference measurement procedure or an international
conventional calibration material endorsed by an international metrological body or an
international scientific organization.
(F2,&) measurement procedure yielding values that are not traceable to the SI but which
international by international agreement are used as reference values for a defined quantity
. ERERELER (F#) When appropriate the available highest level procedure or calibrator shall be an
108 | conventional reference o s . . . . .
ERfEx International conventiona] reference measurement procedure or an international
measurement procedure . o . . . . .
conventional calibration material endorsed by an international metrological body or an
international scientific organization.
international . (7£%%) standard recognized by an international agreement to serve internationally as the
109 EpFAEESE i . .
measurement standard basis for assigning values to other standards of the quantity concerned
inventory control EEEHIAT . ‘ :
110 Y (R There shall be an inventory control system for supplies.
system L .
111 | investigator FEEEE (E%). persor'1 responsible for the execution of (a part of) the performance evaluation at
a certain location
() set of components (reagents and/or other materials) packaged together
12 | kit vk () Each new version of examination kits with major changes in reagents or
procedure shall be checked for performance. Any procedural changes shall be dated and
authorized as for other procedures.
113 | kit component v FMERSG (%) in vitro diagnostic medical device intended to be part of a kit
(RE#®) printed, written or graphic information placed on a container
114 | label SR (H#) The labels of the immediate container and the outer container shall be in

accordance with EN 375. The product name on the label shall be in accordance with
clause 4.
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labeling

RS

(F828) all printed, written, graphic, or other information affixed to, or accompanying an
in vitro diagnostic medical device including labels on any of its packaging, users’
manuals, and package inserts

(Hi#) The laboratory shall, if relevant, have a documented procedure for the receipt,
labelling, processing, and reporting of those primary samples received by the laboratory
and specifically marked as urgent.

116

laboratory capability

BREZ8ED

(X8#%) necessary physical, environmental, and information resources, personnel, skills,
and expertise necessary for the performance of the examinations in question

(R#I)" The review of laboratory capability may include results of earlier participation in
interlaboratory comparisons or external quality assessment schemes and/or the running
of trial examination programmes in order to demonstrate uncertainties of measurement,
limits of detection, etc.

117

laboratory director

REBR

(X€%&) a person or persons who have the competence to assume the responsibility and
authority for the laboratory

| (A1) The responsibilities of the laboratory director or designees shall include

professional, scientific, consultative or advisory, organizational, administrative, and
educational matters.

118

laboratory management

BREEEEF—
L

(%) those persons who manage the activities of the laboratory headed by the
laboratory director

(FA#1) The laboratory management shall authorize personnel to perform particular tasks
such as sampling, examination, operation of particular types of equipment, including use
of computers in the laboratory information system.

119

laboratory sample

=&

(XE#8) Primary sample or a subsample of it as prepared for sending to or as received by
the laboratory and intended for measurement

(HB1) Storage of the primary sample and other 1 laboratory samples shall be in
accordance with approved policy.

120

laboratory services

BREY—EX

(A1) Medical laboratory services are ®ssential to patient care and therefore should be
available to meet the needs of all patients and clinical personnel responsible for human
health care.

121

lay person

FEMR

(%8 individual who does not have specific medical education

(A#) The primary goal of the standard is to establish requirements that result in
acceptable performance when used by lay persons and to specify procedures for user
verification by which conformance to performance criteria can be demonstrated

ESTEHUSRBENYYH

HEI1&8r

€002



B

%
Y

E & - H 5l

122

lay user

—RERE

(%) an individual intended user who is not a laboratory professional who uses an
analytical system for the management of his/her clinical condition (e.g., diabetes mellitus)
or the confirmation of the presence of an analyte (e.g., hCG in pregnancy)

(F#) Blood samples are very complex and highly variable. Calibration by the lay user.
is not practical.

123

level of confidence

EERA

(H#1) average and expanded uncertamty giving an interval estimated to have a level of
confidence of 0,95.

124

lifetime

AR

(B#I) Procedures for monitoring the stability of the reference material during its
lifetime involve measurement of characteristic quantities at planned intervals during the
time in which the reference material will be used; for i instance measurement of
haemoglobin concentration in the plasma of a reference preparation of stabilized blood.

125

limit of detection

BHRR

(A1) The term “analytical sensitivity” is not a synonym for the concept “limit of
detection” (see 4.14.14), although it is often so defined.

126

limiting quality

REREORE

(%) when a batch is considered in isolation, a quality level which, for the purposes of
sampling inspection, is limited to a low probability of acceptance

127

linearity

Bt

(FI#) performance specifications (e.g. linearity, precision, accuracy as expressed as
standard uncertainty of measurement, detection limits, measuring interval, systematic
error, analytical sensitivity, and analytical specificity);

128

logbook

EBEE

(%) 4.18 Quality assurance

If a clause on quality assurance is included, it shall discuss as appropriate:
a) internal quality control;
b) logbook(s);

c) external quality assessment.

129

lot

(E2K) a defined amount of material, either starting material, intermediate or finished
product, which is uniform in its properties and has been produced in one process or series
of processes

130

lyophilized material

RiERRmE

(%) 5.4 Scope: - - - d) mentioning of major required pretreatment of the reference
material which is not performed on the biological samples according to a specified

measurement procedure (for example, reconstitution of lyophilized material).

131

maintenance

&

(FA#) . The laboratory management shall have responsibility for the design,
1mp1ementat1on, maintenance, and improvement of the quality management system.
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management of patient

BEIRTAY
~

(FA#I) The services should also include active participation in prevention of disease
together with diagnosis and management of patients.

RETAVRL

133 | management review o (R#) All of these quality records shall be available for laboratory management review.
(XE#&) person or organization who designs, manufactures, fabricates, assembles, or
processes a finished device
(F#1) When a manufacturer of an IVD medical device recommends a quality control

134 | manufacturer qgEEE procedure for the user to monitor device performance, the manufacturer shall describe in
the instructions for use all requirements and all actions to be taken by the user (e.g.,
acceptable control materials, —— and actions to be taken upon observing unacceptable
quality control data).

(EH) a measuring system which is calibrated by one or more primary or secondary
calibrators

135 manufacturer’s standing | SLEEEHNIE (F#i) For blood glucose meters, accuracy is measured by the extent to which

measurement procedure | ZEBISEIRE (e measurements of blood samples from different patients agree with the blood glucose
concentrations in the samples as measured by the manufacturer's standing measurement
procedure. '

136 manufacturer's selected | % E S (A% In many cases, at present, there is no traceability above the_manufacturer‘s

measurement procedure | FEIREE selected measurement procedure or the manufacturer’s working calibrator.

137 manufacturer's working | SlEXEERHEx (A#) In many cases, at present, there is no traceability above the manufacturer’s

calibrator Y yIJL—4— selected measurement procedure or the manufacturer's working calibrator.
— (%) technical bulletins provide detailed hazard and precautionary information
. HaReT—4 . . .

138 material safety data Sk (MSD (F#1) The plan shall include - - - procedures for obtaining, maintaining, and

sheets ) distributing Material Safety Data Sheets (MSDS) for each laboratory chemical used (to
ensure that employees have 24-hour access to this information).
(%) all components of a material system, except the analyte

139 | matrix ThUYIR (B3#) One limitation is not using actual blood samples, since each system may be
affected differently by an artificial matrix.

140 | measurable quantity THE (%%) .attribute of a pl?enornenon', bc.)dy or substance that may be distinguished
qualitatively and determined quantitatively

] () Particular quantity subject to measurement
141 | measurand BEXNZME (R#) Precision of measurement cannot be given a numerical value in terms of the

measurand, only descriptions such as ‘sufficient’ or ‘insufficient’ for a stated purpose.
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142

measurement

AE

(€2 set of operations having the object of determining a value of a quantity

(A#1) The environment in which the primary sample collection and/or examinations are
undertaken shall not invalidate the results or adversely affect the required quahty of any
measurement.

143

measuring curve

R

(H ﬁ[) 4.14.5 Linearity or other form of analytical measuring curve

When appropriate, the linear portion of the measuring curve shall be stated as an
interval of quantity values.

144

measuring function

AEER

(F#) The analytical Ineasuring fimetion shall be used when convemng a measured

response into a measured value of a quantity.

145

measuring interval

B

(B#) performance specifications (e.g., linearity, precision, accuracy as expressed as
standard uncertainty of measurement, detection limits, measuring interval, systematic
error, analytical sensitivity, and analytical specificity

146

measuring system

RS REL

(F3#) A programme for calibration of measuring systems and verification of trueness
shall be designed and performed so as to ensure that measurements are traceable to the
SI units or by reference to a natural constant.

147

medical laboratory

BERRER

(EFE) laboratory for the biological, microbiological, immunological, chemical,
immunohaematological, haemotological, biophysical, cytological, pathological, or other
examination of materials derived from the human body for the purpose of providing
information for the diagnosis, prevention,

treatment of disease in, or the assessment of the health of, human beings.

These examinations also include procedures to determine, measure, or otherwise
describe the presence or absence of various ‘substances or microorganisms. Facilities
which only collect or prepare specimens, or act as a mailing or distribution centre, are not
considered to be laboratories, although they may be part of a larger laboratory network or
system.

A laboratory may provide a consultant advisory service covering all aspects of laboratory
investigation including the interpretation of results and advice on further appropriate
investigation. ‘

(A#D) Medical laboratory services are essential to patient care and therefore should be

available to meet the needs of all patients and clinical personnel responsible for human
health care.
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(H ﬁl) request forms (including the patient chart or medical record only if used as the
request form)

148 | medical record ZEE If data in other computer systems can be accessed through the laboratory information
system (LIS) (e.g., pharmacy or medical records), there should be appropriate computer
security measures to prevent unauthorized access to these data through the LIS
(7#8) process of constant evaluation of a state or condition

148 | monitoring EogyLy (FF! Bil) Ther'e are two type‘s c'>f monitoring;vt.hat is, the results‘ of meast%rements are

ST validated against a defined limit, or the magnitude of a change in analyte concentration is
used for decisions.
(B Antibddy capable of réacting specifically with a single epifope of a certain
_ EJH0—F) immunogenic ‘substance. N .
150 | monoclonal antibody otk (R#) Detalls'o_f procedure used by manufacturer to test the reactivity of the antibody
T for flow cytometry: ~ ~ 6) Use an irrelevant FITC- (Fluorescein IsoThioCyanate)
conjugated monoclonal antibody of the same isotype as a negative control.

151 | natural sample EHEH (FI#) Spiking should only be allowed if the resulting sample mimics natural samples.

needle and holder (GE#E) device that is intended to be attached to an evacuated receptacle to enable

152 #t - B —= .

assembly venous puncture and subsequent blood collection to be performed
(H#D) 4.5:2 Nomenclature; The names of chemical compounds, biological

153 | nomenclature &% compqnc.ents, quantities, }mits .and symbols used shall be in accordance with Europ.ean or
International Standards, if available, or the latest recommendations of the appropriate
International organization(s) see [20]. ’

154 | nominal capacity AHEE (F8%8) volume of specimen and any additive ﬁth which the receptacle is intended to be

filled :

(R2&) mark on a container, or its label, to indicate the nominal liquid capacity of a

155 | nominal fill line DIRFEES . . N
container, or filling capacity of a receptacle
(B#) scale with a set of possible values for a given kind-of-property that are each a
word or symbol without any relation to magnitude ‘
156 | nominal scale BERE (A#) Other properties than quantities may also be defined or reproduced by materials,

but the assigned values cannot be expressed by a numerical value multiplied by a unit of

measurement. Such values may be found on an ordinal scale or a nominal scale.

HOTRUPHEEWE Y H

T%81¥

=

£002



=5
A

®

H
%H!Il

#

E3

Z % - R Bl

157

non-conformity

JIS Q 9001

(B#) nonfulfilment of a requirement, ISO 8402:1994

(%) Each episode of non-conformity, is documented and recorded. These records
shall be reviewed at regular specified intervals by laboratory management to detect
trends and initiate preventive action.

158

normative reference

SRR

(H#1)- Changes have been made to the title, scope, normative references, and annexes,

and the structure of text has reverted to the November 2000 version of prEN ISO/DIS
15189 sent to ISO/TC 176 review.

159

ordinal scale

FRRE

(FB#8) scale with an ordered set of possible values for a given kind—-of-property that are
each a word or symbol used for ranking according to magnitude, but where differences or
ratios between values have no arithmetic meaning

(FB#) As accuracy of measurement is a “qualitative” concept, a value in the form of a
product of a numerical value and a unit cannot be a351gned but_ordinal scale values such
as “poor’ and “good” may be used.

160

ordinal value

EfEiE

(BB Trueness of measurement cannot be given a numerical value in terms of the
measurand, only ordina] values (e.g. poor, good).

161

outer container

¥

(R€#8) material used in the packaging of the immediate container(s) of (an) IVD
reagent(s) consisting of a single entity or an assembly of different or identical components
(BI#) The labels of the immediate container and the outer container shall be in
accordance with EN 375. The product name on the label shall be in accordance with
clause 4.

162

outlier

finE

(B#I) The data should be scrutinized for consistency and outliers in accordance with
ISO 5725-2 and further evaluated in accordance with ISO/IEC Guide 35, or alternatively
non—parametric-approaches may be used.

163

package insert

FXE

(%) any labelling which pertains to the reagent system and the quality control
material that is not attached to any part of the package

(FA#I)- Instructions for use include package insert sheets and user manuals.
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pathogens

IR

(£28) Risk Group 1 (low individual and community risk); A

This group includes those microorganisms, bacteria, fungi, viruses and parasites, which
are unlikely to éause disease in healthy workers or animals.

Risk Group 2 (moderate individual risk, limited community risk)

A pathogen that can cause human or animal disease but under normal circumstances, is
unlikely to be a serious hazard to healthy laboratory workers, the community, livestock,
or the environment. Laboratory exposures rarely cause infection leading to serious
disease; effective treatment and preventive measures are available and the risk of spread
is limited.

Risk Group 3 (high individual risk, low community risk)

A pathogen that usually causes serious human or animal disease, or which can result in
serious economic consequences but does not ordinarily spread by casual contact from one
individual to another, or that can be treated by antimicrobial or antiparasitic agents.
Risk Group 4 (high individual risk, high community risk)

A pathogen that usually produces very serious human animal disease, often untreatable,
and may be readily transmitted fromv one individual to another, or from animal to human or
vice-versa directly or indirectly, or casual contact.

(%) All laboratories working with viable pathogens shall have design characteristics

appropriate to the containment of microorganisms of moderate individual risk to limit
community risk.

165

performance claim

thRedt

(E2&) every specification in regard to the performance of an in vitro diagnostic medical
device laid down in the information supplied by the manufacturer

166

performance evaluation

() investigation of the performance of an in vitro diagnostic medical device based
upon data already available, scientific literature and/or performance evaluation studies
(FB1) The purpose of the user performance evaluation is to demonstrate that users are
able to operate the blood glucose monitoring system given only the routinely provided
instructions and training materials.

167

performance evaluation
study

PEEEETmRE

(FB2®) investigation of an in vitro diagnostic medical device intended to validate the
performance claims under the anticipated conditions of use

168

performance goal

A=k

(#&) the analytical performance (i.e., bias, imprecision, nonspecificity) of an assay
desired for a particular clinical application

(A#) The document addresses analytical performance goals for laboratory procedures
in relationship to medical requirements.
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performance of anin | {ASV2IFFES , o . ) . o
169 | vitro diagnostic medical | § - EBHEED (E® ' set of prqpertles of an in vitro diagnostic medical device related to its suitability
. . - for the intended purpose
device T EE
170 performance P (F#) ‘Performance specifications for each procedure used in an examination shall relate
specification N to the intended use of the procedure.
performance study R (%$!,). documentation of the experimental steps during the performance evaluation
il HEERAERE | - .
records study and results obtained
(FF) material, including clothing, used to prevent contamination of a person by
ersonal protective chemical or biological matter
172 | Personaip BEARHE gice’ matter o .
equipment (AB) Personal protective equipment, including thermal protective gloves and
appropriate clothing, shall be provided to allow for personnel safety and comfort.
) Ryso—rn (f8¥) Mixture of antibodies capable of reacting specifically with a certain immunogenic
173 | polyclonal antibody
EITRZ substance.
(F#) 1f the laboratory has reason to believe that a particular interval is no longer
174 | population 2E£H appropriate for the reference population, then an investigation shall be undertaken,
’ followed, if necessary, by corrective action.
(%) all processes following the examination including systematic review, formatting
175 | post-analytical phase SEIE and interpretation, authorization for release, reporting of results, transmission of the
results, and storage of samples of the examinations
post-examination (FB1) External quality assessment programmes should, as far as possible, provide
176 procedure BE®FIE clinically relevant challenges that mimic patient samples and that check the entire
examination process including pre— and post-examination procedures.
. (B2 all processes following the examination including systematic review, formatting
post-examination . - . K .. . L
177 process BE&IE and interpretation, authorization for release, reporting of results, transmission of the
results, and storage of samples of the examinations
otentially infectious . - material which might tain infectious biological material albeit with a 1
178 P. : y . R S e (E%’).. ateria ch might contain infectious biological material albeit with a low
biological material probability
(FEF&) steps starting in chronological order from the clinicians’ request, including the
179 | pre-analytical phase ST examination requisition, preparation of the patient, collection of the primary sample,

transportation to and within the laboratory and ending when the analytical examination
procedure starts

H
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precision

RES

(28) the closeness of agreement between independent results obtained under
stipulated conditions. (The numerical results are expressed as imprecision.)

(FI#) Precision of measurement cannot be given a numerical value in terms of the
measurand, only descriptions such as "sufficient’ or ‘insufficient’ for a stated purpose.

181

prediction limits

FRER

(B#) 7.7 The expected variability of comparison around the regression line (prediction
limits) may be estimated at a given probability on the basis of the number of samples and
the respective uncertainties of the two measurement procedures.

182

pre-examination
procedure

BRENFIE

(F#l) External quality assessment programmes should, as far as possible, provide
clinically relevant challenges that mimic patient samples and that check the entire
examination process including pre- and post-examination procedures.

183

pre-examination process

BREATE

(fE#R) steps starting in chronological order from the clinicians’ request, including the
examination requisition, preparation of the patient, collection of the primary sample,
transportation to and within the laboratory and ending when the analytical examination
procedure starts

184

preventive action

FHAOE

(A1) When deficiencies or opportunities for i improvement are noted, the laboratory
shall undertake appropriate corrective or preventive actions, which shall be documented
and carried out within an agreed-upon time.

185

preventive maintenance

FHi&EE

(A 1t shall also have a documented and recorded programme of preventive
maintenance (cf. 4.2.5) that, at a minimum follows the manufacturer’ s recommendations.

186

primary container

(F#1)  the storage conditions and shelf life following the first opening of the primary
container, together with the storage conditions and stability of working reagents

187

primary data

—RF—4

(H#1) 4.12.3 Validation of primary data: When the primary data are obtained, they
shall be validated. Guidelines shall be given on how the operator may ensure that the
equipment functions properly and that ambient conditions are satisfactory, and how
values measured on calibrators, samples, and blanks as appropriate shall lie within
stipulated intervals.
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primary measurement
standard

—RBBIRE

(%) standard that is designated or widely acknowledged as having the highest
metrological qualities and whose value is accepted without reference to other standards of
the same quantity

(FIB) The series of measurement standards defined in VIM is based on the needs of
calibration hierarchies for quantities. In physics, such as a length, a time, a
temperature, a pressure, an electrical potential difference (voltage), a volume, and an
absorbance, and comprises

— primary measurement standard, — — —

189

primary pack

—Risw

(fB#&) smallest pack of receptacles

190

primary reference
material

—REEYE

(EFL) reference material having the highest metrological qualities and whose value is
determined by means of a primary reference measurement procedure

(FA#1) The assigned value of such a reference material, even when it is highly purified, is
related to a dedicated biological measurement procedure without traceability to’SI units.
Such a material, therefore, cannot be called a primary reference material

191

primary reference
measurement procedure

—RELPER
Ei&

(FZE) reference measurement procedure having the highest metrological qualities,
whose operation can be completely described and understood, for which a complete
uncertainty statement can be written down in terms of SI units, and where results are,
therefore, accepted without reference to a measurement standard of the quantity being
measured

(R#D) A primary reference measurement procedure and one or more (certified) primary
reference materials (used as calibrators) are available. These levels exist. for
approximately 25 to 30 types of quantity having well defined components, e.g. some
electrolytes, metabolites, steroid hormones, and some thyroid hormones.

192

primary sample

() Collection of one or more parts initially taken from a system and intended to
provide information about the system or to serve as a basis for a decision about the
system

(F#1) Laboratory resources shall be maintained in a functional and reliable condition.

Similar provisions should be made for primary sample collection and examinations at sites
other than the permanent laboratory facility.
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183

primary standard

— i

I (XE#,) standard that is designated or widely acknowledged as having the highest
metrological qualities and whose value is accepted without reference to other standards of
the same quantity

(A#I) A secondary standard means the standard whose value is assigned by comparison
with a primary standard of the same quantity.

184

principle of
measurement

ReRE

(R#I) If relevant for comparability, comparative data shall be given on results of
measurements on various types of sample to which the reference measurement procedure
is claimed to apply with the procedure presented and with alternative measurement

procedures differing in principle of measurement, method of measurement, or details of
measurement procedure.

195

professional use

EMRA

(E#]) use by personnel who have received special education and training with regard to
procedures utilizing in vitro diagnostic medical devices

(F%Y). This standard applies to all IVD medical devices intended for professional use.

196

proficiency testing

JIS Q 0043

(f£%8) determination of laboratory measurement performance by means of
interlaboratory measurement comparisons o
(FA#1) The systems for the surveillance of medical laboratory performance from an
external source are known as external quality assessment schemes (EQAS) in Europe and

proficiency testing (PT) in the USA (26).

197

quality

(FB#) totality of characteristics of an entity that bear on its ability to satisfy stated and
implied needs

198

quality assurance

B

EI_I{I

(%) all the planned and systematic activities implemented within the quality system,
and demonstrated as needed, to provide adequate confidence that an entity will fulfil
requirements for quality

(Fi#) Personnel shall have training spe01ﬁcally in guality assurance and quality
management for services offered.

199

quality control material

mEEEYE.
REEENE

(BH) = substance, material, or article intended by its manufacturer to verify
performance characteristics of a blood glucose monitoring system in conjunction with its
use

(F#) Equilibrate the blood glucose meter to 23 0 C = 2 o C. Run ten replicate
samples, using the quality control material provided by the manufacturer.
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EEEESEE (B the range of acceptab.le valu?s Si.e., stat.istically justiﬁed)' specified by the
200 | quality control range. H. BEgES manufacture.r, for results obtz'nned using the qu:@ht.y control n'1ater1al .
A (FA%) If eight or fewer replicate results fall within.the specified guality control range,
the blood glucose meter has failed the vibration test.
201 | quality management mETRUAY 1S Q 9000 '(Fﬂ ) ‘The. labora‘fory managemer}t shall have responsibili?y for the design,
[ implementation, maintenance, and improvement of the quality management system
(F#1) appointment of a quality manager (however named) with delegated responsibility
202 | quality manager mEEEE and authority to oversee compliance with the requirements of the quality management
system are followed and that the quality manual is kept up to date.
(1) Policies and objectives of the quality management system shall be defined in a
203 | quality manual REBEI=a7IL quality policy statement under the authority of the laboratory director and documented in
a quality manual. , i
(RA#D Policies and objectives of the quality management system shall be defined in a
204 | quality policy mE A JIS Q 9000 quality policy statement under the authority of the laboratory director and documented in
a quality manual.
205 | quality system BBEUATL (FB@J) The'main elements of the quality system should normally be subject to internal
audit once every twelve months.
(RE#®) attribute of a phenomenon, body or substance that may be distinguished
206 | quantity g qualitatively and determined quantitatively .
(A#) Before a traceability chain is established, the quantity (measurand) shall be
defined with reference to the intended use of the result in medical decisions.
207 | ratio scale e (H ?"J) The type of scale'or-l which the value% of the quantity is measured shall be
specified, that is whether it is a nominal, ordinal, difference, or ratio scale.
208 | reagent blank HEER (B#1) The preparation of blank analytical portions of analytical sample blank and
analytical reagent blank shall be detailed where applicable.
(F#&) the part of the in vitro diagnostic medical device that produces a signal via a
chemical, or electrochemical reaction, that allows the analyte glucose to be detected and
209 | reagent system HEVAFL its concentration measured in a sample

(A#) The reagent system units shall be taken from the same vial / package for each
meter.
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real-time stability

(B3R exposing the IVD reagent to the conditions anticipated by the manufacturer to

210 testi REREERS which an IVD reagent is exposed during'transportation, storage and use, and
estin . . L.
g investigating robustness and stability under these conditions
- (B#&) vessel intended to contain a s ecimen, together with any receptacle accessory
211 | receptacle AHERES , i P 8
and additive, with closure in place
SRR NERE (38 component inside the receptacle which that is intended by the manufacturer to
212 | receptacle accessory .. . .. . .
np assist in the collection or mixing, or separation, of the specimen
L HHENSRER (8#8) inside surface of the container receptacle or closure and outside the surface of
213 | receptacle interior Bt
B any receptacle accessory exposed to the specimen

214 | reconstitution EisEE (B#I) d) techniques for achieving thawing or reconstitution followed by mixing:

- (F#1) 4.14.8 Recovery measurement: Where possible, recoverv measurements shall

215 | recovery measurement | EJUREEER
be made and the results stated. :

(2%) material or substance one or more of whose property values are sufficiently
homogeneous and well established to be used for the calibration of an apparatus, the
. . assessment of a measurement procedure, or for assigning values to materials
216 | reference material RM) | #EEME RM . . . '
) ' ) (B#I) The objective of a chosen traceable calibration is to transfer the degree of
trueness of a reference material, and/or reference measurement procedure, to a
procedure that is of & lower metrological order, e.g. a routine procedure.
(X&) laboratory that performs reference measurement procedures and provides results
. : with stated uncertainties
reference measurement | REAFRESE :

217 laboratory ) ) (%) The reference measurement laboratory should provide traceable values on i
reference materials supplied by customers to the highest available level of reference
measurement procedures or reference matenals
() Thoroughly investigated measurement procedure shown to yield values having an
uncertalnty of measurement commensurate with its intended use, especially in assessing
the trueness of other measurement procedures for the same quantity and in

reference measurement . o characterizing reference materials
218 HERT R N

procedure

(F#1) In many cases, at present, there is no traceability above the manufacturer’s
selected measurement procedure or the manufacturer’s working calibrator. In such cases,
trueness is referred to that level of the calibration hierarchy until an internationally
agreed reference measurement procedure and/or calibrator becomes available.
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B g B R E i) = iE = - H Ll
(H#) The series of measurement standards defined in VIM is based on the needs of
219 reference measmemgnt ggme calibration hierarchies for quantities In physics, such as a length, a time, a temperature a
standard i} pressure, an electrical potential difference (voltage), a volume, and an absorbance, and
comprises — — - — reference measurement standard,
::00)) Reference measuremerit systems are needed for producing useful and reliable
reference measurement e results of measurement, whether in science, technology, or routine service so as to be
220 HEERTERR . 4 .
system comparable and ultimately traceable to measurement standards of the highest
metrological level.
(R#D if the laboratory has reason to believe that a particular interval is no lohger
221 | reference population HAEBER appropriate for the reference population, then an investigation shall be undertaken,
followed, if necessary, by corrective action.
(B#) Lot of containers obtained in the laboratory by a single propagation from a
222 | reference stock BEELEH reference strain or multiple containers from the same lot of a reference strain from a
' supplier.
223 | reference strain B (ﬁ%) Microorg-anism .deﬁned to at' le'ast the genus and species level, catalogued and
described according to its characteristics.
224 | reference value H#EE (BB biological reference interval: reference value
(%€#8) external laboratory to which a sample is submitted for a supplemental or
confirmatory examination procedure and report
225 | referral laboratory EERERE (A1) When examination results from a referral laboratory need to be transcribed by
the referring laboratory, procedures to verify the correctness of all transcriptions shall be
in place.
226 | referring laboratory BETRES (A% The ref?rrirTg laboratory and nc.)t the referral laborator"y shall report referral
laboratory examination results and findings to the person making the request.
e - (F#) 1. Scope: —- a) control materials that do not have an assigned value and are
. BHTRE. Y
227 | repeatability ELEE JIS Z 8402-1 used only for assessing the precision of a measurement procedure, either its repeatability
or reproducibility (precision control materials); -
298 repeatability coefficient ggi?ﬁ;gé

of variation

-

(H#) 4.16.2 Statistics: — — — ) repeatability coefficient of variation;
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BIHERE,

229 | repeatability limit BRURLHYSSE (H#1) 4.16.2 Statistics: - — - j) repeatability limit
=
. BHTEERE.
repeatability standard o s . . - .
230 . BRYEBLELERE |JISZ8402-1 | BB 4.16.2 Statistics: - - — k) repeatability standard deviation
deviation
=
ducibili TER
231 | TP el Hty . ERRREHR (FA#) 4.16.2 Statistics: ~ - - 1) reproducibility coefficient of variation -
coefficient of variation |
232 | reproducibility limit ERERSESE (FA#I) 4.16.2 Statistics: - - - m) reproducibility limit
(F#I) 4.1413 Reproducibility standard deviation (Sr): The value of the reproducibility
reproducibility standard. | RS EBIELE standard deviation shall be stated, together,, if possible, with its., ;uncertainty of
233 . JIS Z 8402 -
deviation = measurement. If the value varies with the value of the quantity, .a table or function shall
be given: :
234 | requirement EREm (B#) In some cases, a reference measurement procedure should be given in thg form of
a (written) standard, namely when it is related to technical r egulremen s
. (F#) A secondary calibrator can be, e.g., a material with a matnx resembling those of
routine measurement adey s S fhes
235 rocedure BEREiRfES: the samples of human origin to be measured by the end-users’ routine measurement
P procedures. .
(FI#) 5.4 Scope - a) current reference measurement procedure(s) or current
236 | routine method BEREZE generally-used routine methods of measurement or measurement procedures for which
the reference material is produced;
(E#) covering over a medical laboratory device to reduce risk to a leboratory worker
237 | safety hood ReT— R (FI#) Venting of biological safety cabinets, chemical safety hoods, and cabinets shall,
be appropriate to the microbiological and/or chemical risk and be consistent w1th safety
requirements.
(f£%8) one or more units of product, either components or ﬁnished_devicles, drawn from
BEMB DB | a batch, the units of the sample being selected without regard to their quality
238 | sample B]EK (& A& M) | (BB test of one or more samples of equipment (or parts of equipment) made to a
VW3 particular design, to show that the design and construction meet one or more
requirements of the applicable standard
239 | sample blank AEER (A1) The preparation of blank analytical portions of analytical sample blank and

analytical reagent blank shall be detailed whére applicable.
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240

sample size

A% (SEt)

BREHHDE
Sl TR
#HWN3

(%) number of units of product in the sample
(%D Study designs, statistical analysis methods and acceptance criteria shall be

established prior to data collection. Statistical methods, simulation models and sample
size calculations shall be justified.

241

sampling inspection

HERMYRE

(ER) process of inspecting a portion of the units of product that make up a batch (.e.
the sample) for the purpose of accepting or rejecting the entire batch, as prescribed in
the associated (pre—established) sampling plan

242

sampling plan

B EE

(E:). specific plan which indicates the number of units of product (either components
or finished devices) from each batch which are to be drawn for inspection and the
associated criteria for determining the acceptability of the batch

243

sampling strategy

BEHHAE

(38) established method for obtaining an adequate sample

244

sanitation

HE

(EF%) process to reduce the presence of most pathogenic bacteria

245

scope

otk e

(B #E@FAPL

246

screening

Ry )—=2¥J

(%) mass examination of an overtly healthy population to detect the presence of
disease )

(B8 For the purpose of this document, screening is defined as the identification of
unrecognized disease or defect in an apparently healthy population.

247

second opinion

(H W_J) The laboratory shall have an effective, documented procedure for evaluating and
selecting referral laboratories as well as consultants who are to provide second opinions
for histopathology, cytology, and related disciplines.

248

secondary measurement
standard

SRAERE

(FBFE) _standard whose value is assigned by comparison with a primary standard of the
same quantity .

(BB The series of measurement standards defined in VIM is based on the needs of
calibration hierarchies for quantities. In physics, such as a length, a time, a
temperature, a pressure, an electrical potential difference {voltage), a volume, and an
absorbance, and comprises

— secondary measurement standard, - - -

249

secondary standard

RIS

(2K standard whose value is assigned by comparison with a primary standard of the
same quantity

(H#D A secondary standard means the standard whose value is assigned by comparison
with a primary standard of the same quantity.
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250

self-testing

HEHE

(FB#&) use in the home or similar environments by a lay person who will relate the
result of the test to him- or herself

251

shelf life

LELD

(E#&) period until expiry date

252

specimen

—RH

(B F8) collection of one or more parts initially taken from a system

253

splashguard

AR R

(RE#8) device used to prevent personal contamination by a liquid
(%) Splashguards or similar devices shall be available for use when there is the
potential for splashing of samples or reagents to occur.

254

starting material

EH

(B#1) The origin of the starting material shall be stated in accordance with the terms
given in 4.2.5.

255

statistical evaluation

HEEH SRR

(58%8) a method the objective of which is to measure the deviation from the assigned
value in a manner that allows comparison with performance criteria

(F#) A statistical evaluation of the data collected during the study shall be made. The
method of evaluation shall be described.

256

sterilization

wE

(E#8) complete elimination of rendering nonviable of all organisms, including pores
(B Manufacturer includes but is not limited to those who perform the functions of
contract sterilization, installation, relabelling, remanufacturing, repacking, or
specification development, and initial distributors of foreign entities performing these
functions.”

257

stock culture

REREHRIEE

(%K) Subculture(s) of a reference stock.

258

stock solution of stain

RERLER

(2% Stable defined solution of one or more dyes at a higher concentration than that
employed for staining.

259

storage life

RIEFRIR

(AB1) For reference materials of higher order, a stability allowing storage life from 8 to
10 years of use is a relevant aim. [t is often possible to estimate how the decomposition
will take place with time by exposing samples for relatively short periods (e.g. several
weeks) to a range of temperatures, including some at which deterioration will occur more
rapidly than at the proposed storage temperature.

260

subsample

SEEH

‘| intended for examination.

(B In some countries, the term specimen is used for primary sample (or a subsample
of it) which is the sample prepared for sending to or as received by the laboratory and
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261

survey sample

() a sample sent to multiple laboratories for measurement or identification of
selected analytes, where the result of such measurement or identification are returned to
the EQAS organization for independent werification of each participant’s technical .
competence

262

system

(FAB1) In some cases, the information provided also applies to a larger system or a. set of
systems-of which the sampled system is an element.

263

system analytical error

(B the range that encompass 95% of the dlﬁ”erences between the results of the blood
glucose monitoring system and the comparative method (manufacturer s standlng
measurement method) results. :
The comparative method must be clearly 1dent1ﬁed by the manufacturer and traceable to
glucose reference method.

264

systematic error

(H#) performance specifications (e.g., linearity, precision, accuracy as expressed as
standard uncertainty of measurement, detection limits, measuring interval, s ystematlc
error, analytical sensitivity, and analytical spec1ﬁ01ty)

265

test

BE

(%) reportable interval of patient test results

(%) The laboratory director or designees for each task should have the appropriate

training and background to be able to discharge the foHowmg respon51b1ht1es a) provide
advice to requesters about the choice of tests, the use of the laboratory serv1ce, and the
interpretation of laboratory data; ~———

266

testing

BRE

(FFZ) The performance characteristics related to system accuracy are based on the
results of testing performed as described in Clause 7, stated in language that is Iikely to
be understood by the intended user.

(A1) The safety aspects shall be covered, e. g. the testing of materiel of human origin
for hepatitis B virus surface antigen, hepatitis C virus antibody, HIV antlbody, and other
markers of infectiveness as stipulated by regulations on each donated portlon

267

traceability

FM—HEUT«

JIS Q 0030

(BFH) property of the result of a measurement or the value of a standard whereby it can
be related to stated references, usually national or international standards; throuéh an
unbroken chain of comparisons all having stated uncertainties

(FA#l) The manufacturer’s standing measurement procedure shall be traceable toa
glucose reference measurement procedure or reference material of higher order. A

detailed description of the measurement procedure and its traceabllltqv_ shall be prov1ded
upon request.
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268

traceability chain

F—YEUT1
EH

(F#1) Depending upon availability of measurement procedures and calibrators, a
traceability chain can stop at any level from the end—user’s routine measurement
procedure (j)) upwards.

269

transfer protocol

rSURTDT—
Jaran

(E#K) detailed description for assigning a value of a quantity to a reference material
using a specified sequence of measurement procedures calibrated by higher—order
reference materials for the same type of quantity

(F#I) A given measurement standard with its assigned value shall serve to calibrate the
measurement standard at the next lower level by way of a measurement procedure as
specified in a transfer protocol.

270

transferability

mEtE

(F#I) The validation of a candidate reference measurement procedure by planned

inter-laboratory studies is a powerful way of identifying some sources of error, estimating;

performance characteristics, and of assessmg transferablhg and robustness of the
reference measurement procedure.

271

transportation

#x

(H#) These services include arrangements for requisition, patient preparation, patient
identification, collectlon of samples, transportation, storage, processmg and ‘examination
of clinical samples with subsequent validation, interpretation, reporting, and advice, as
well as safety and ethics of medical laboratory work.

272

trivial name

R4

(H#1) If a trivial name of a reagent is used it shall be given in parentheses following the |

systematic name the first time the systematic name appears in the text.

273

true value

ot

fE

(E#8) value consistent with the definitiori of a given particular quantity -

(FA#) The indefinite article “a”, rather than the definite article “the” , is used in
conjunction with “true value” because there maybe many values consistent with the
definition of a given particular quantity. '

274

true value of a quantity

L
S
dnt
fitF

(RE#®) value consistent with the definition of a given particular quantity

275

trueness

imt
i

(RE#8) the closeness of agreement between the average value obtained from a large
series of test results and an accepted reference value [ISO 3534-1]

(FA#1) The trueness of measurement of a value assigned to a defined quantity of a
calibrator or trueness control material, depends on the metrological traceability of the
value through an unbroken chain of alternating measurement procedures and
measurement standards (calibrators), usually having successively decreasing
un—certainties of measurement.
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276

trueness control
material

(B#) reference material that is used to assess the bias of measurement of a measurin_g
system

(R Traceability of a value assigned to a trueness control material shall utilize the
calibration hierarchy.

277

turnaround time

T BB ]

(A% The laboratory management, in consultation with the requesters, shall establish
turnaround times for each of its examinations.

278

types of quantity

ROEE

(H#1) 1) A primary reference measurement procedure and one or more (certified)
primary reference materials (used as calibrators) are available. These levels exist for

approximately 25 to 30 types of quantity having well defined components, e.g. some
electrolytes, metabolites, steroid hormones, and some thyroid hormones.

1279

uncertainty

TR &

(1) The components of uncertainty are evaluated experimentally from statistical
distributions (Type A) or evaluated front assumed probability distributions based on

experience or other information (Type B). All components are expressed as standard
uncertainties that are combined into one final expression.

1280

uncertainty budget

FHEMOR
U .

(A#D a combined uncertainty Uc obtained as the outcome of an uncertainty budget

281

uncertainty components

FEMNSHS

(F#1) Uncertainty components which are of importance shall be taken into account.

1282

uncertainty of
measurement

RO, S

() parameter, associated with the result of a measurement, that characterizes the
dispersion -of the values that could reasonably be attributed to the measurand

(FABI) The value assigned to a measurement standard at a given level shall be
associated with an uncertainty of measurement that shall include inherited consecutive
uncertainty contributions from measurement standards and measurement procedures at
all higher levels of the calibration hierarchy.

283

user manual

A—H—v=1

Vg%

(X£28) information supplied for use with an instrument containing instructions for the
proper use and for the safe and correct operation, maintenance and basic troubleshooting
of the instrument

(FA#I) The blood glucose meter shall be defined by labels including, at a minimum, the
following information: ——— f) a reference to the user manual or instructions for use.
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284

validation

(EE) confirmation by examination and provision of objective evidence that the
particular requirements for a specific intended use are fulfilled
{ISO 8402:1994, 2.18]

(F#1) The validation of the commutability of the pertinent calibrators and of the
traceability of their assigned values shall not use the same set of native human samples.

285

value assignment

Bt

(R#) 5.9.5 Value assignment: The experimental plan and the reference measurement
procedures used in assigning values shall be described (see also I SO/IEC Guide 35).

286

verification

HREE

(%) confirmation by examination and provision of objective evidence that specified
requirements have been fulfilled

(F#1) Documentation of the supplier’s conformance to its quality management system
may also be used for verification.

287

visual inspection

BHRBRE

(E#) inspection by an observer with normal, or corrected-to—normal, vision without
magnification, under a uniform illumination in the range from 300 Ix to 750 Ix

288

working culture

EREEY

(%) Subculture of a stock culture.

289

working measurement
standard

KAAERE

() standard that is used routinely to calibrate or check material measures,
measuring instruments or reference materials

(FA) The series of measurement standards defined in VIM is based on the needs of
calibration hierarchies for quantities. In physics, such as a length, a time, a
temperature, a pressure, an electrical potential difference (voltage), a volume, and an
absorbance, and comprises

- working measurement standard.

290

working standard

et

(E#) standard that is used routinely to calibrate or check material measures,
measuring instruments or reference material

291

workload

5%

fein

(F#) The laboratory shall have space allocated so that its workload can be performed
without compromising the quality of work, quality control procedures, safety of
personnel, and patient care services.
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