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2010-2011 Work Plan

Work Item Deadline

e Gap analysis of IVD medical devices regulations in Mar 28, 2010

member economies- ¢ (Extended to Jul 31, 2010)
e Feasibility study on adoption of the classification and
conformity assessment of IVD medical devices proposed
by GHTF

Liaise to GHTF in developing related documents on Jul 31, 2010
clinical evidence for IVD medical devices

.,

Liaise to GHTF in developing related documents on the Dec 31, 2010
Essential Principles and labeling of IVD medical devices

Holding workshop on GHTF documents on |VD medical During 15" AHWP meeting

devices regulations Sunday 28" Nov 2010
i by:Dr.Petra Wiele
Feasibility study?o e adoption of the IVD%%TED, Sep, 2011
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DEVICE EXAMPLES

A

L@w Individual

Clinical Chemistry Analyser , prepared

selective culture madia

andfm L@W Pub&c
Health Risk

Vitamin B12, Pregnancy self testing,
Mﬁ-ﬁu@iﬁm ﬁn’iﬁmﬂy, Urine test strips
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Title: Summary Technical Documentation (STED) for Demonstrating
Conformity to the Essential Principles of Safety and Performance of In
Vitro Diagnostic Medical Devices

Authoring Group: Study Group 1 of the Global Harmonization Task Force
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Identity of Specific Documents

Geperal Requiraments

31 Medical devices should be designed and manufactured in such g way that, when used
vnder the conditions and for the purposes intended and, where applicsble, by vistue of the
tecluical knowledge, experience, edueation or fraining of intended users, they will not
compromise the clinical condition or the safiety of patisats, or the safety and bealth of veers or,
where applicable, other persons, provided that sy visks which may be asscciated with their nee
constitute acceptable risks when weighed agamst the benefifs fo the patieat snd are compatitle
with & high level of protection of health and safety.

iz The solutions adopied by the manofacturer for the desmn and manufacives of the
demmmldamﬁwmrmmﬁetymmplm taloing acconnt of the generslly acknowledged
state of the art. When visk reduction s reguired, the manufaeheer should control the vishis) so
thiat the residual risk{s) associabed with sach hazard iz judged acceptable. The mamafactorer
should apply the following principles in the priovity order Ested:

*  gdentify kaown or foreseeable hazards and
the intended nee and foreseeable misuse,

estimate the associated wisks arising from

easonably practicable theough inherently safe desien and

L mm&mwmbhpmbhmmmmgmwwmgmm

snform nsers of any residual risks.




