ICS 100.10.10
CCS C44

45 N R 3% 0 [E

I\

SO ES T R
EHIEZF /95)1 ‘ BT\ %MCH REVEK

In vitro diagnostic medical devices — Requirements for international harmonization
protocols establishing metrological traceability of values assigned to calibrators and
human samples

(I1S021151:2020, IDT)

SRR AR U %

XXXX — XX — XX %0 XK — XX — SOt
ERTHEEEHLR
FEER ELERZRE

£



GB/T  >x¢— XX

H X
L T 2
e = " PR 2
3 RIBRIIE S e 2
A R B R T 5
CV  coefficient of variation .. ... ...t e e e e e et et e 5
OV B R . 5
IVD  dn vITro diagnosStic ..ttt e e 5
IVD M T 5
MD  medical device ... ...ttt e e 5
MD RS T ol . . oo 5
SI Systeme international. ... ... ... ...t 5
ST BEIBRELALI . oo 5
5 R R R 5

Figure 1 shows a flowchart for the main steps in a harmonisation protocol as described in
this document. Subsequent subclauses provide the detailed requirements and considerations
to implement a harmonisation protocol. Development and implementation of a harmonisation
protocol is a collaboration among one or more harmonisation organizations, IVD MD
manufacturers and regulatory bodies. ......... i 5
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