EUROM VI-IEC Participants’ Meeting Report

mt-q-ism/dr.cfw-mö

IEC SC62A WG5 Ergonomics and Symbols and IEC/ISO JWG 4 usability
ISM 2004-12

Treviso / March 1 to 5, 2004

March 8, 2004 

----------------------------------------------------------------------------------------------------------------------------------------


Participants

14 delegates and observers from CA0, DE, FI0, FR, IS, JA, SE0, UK, US, EUROM VI

__________________________________________________________________________________________

Distribution

Participants and absentees +
NARK 3.1, 3.2, 3.3, 3.6 via

Ms Dr. V. Sattelmayer, DIN

K 810, K 811, K 812, K 812.3 & K 812.8 via

Dr. K. Neuder, DKE

EUROM VI / SPECTARIS members via

Mr. M. Wenzel, SPECTARIS
FIDE members via

Mr. D. Bellwinkel
CENELEC TC 62 members via

Mr. C. Duncombe, BSI

ZVEI TK/FK members via

Ms M. Vedder, ZVEI
COCIR TRAC members via

Mr. G. Strattner

DGAI TK members via

Prof. P. Schmucker

EDMA members via

Ms. Karen Howes
EUCOMED members via

Mr. R. Moore

ISO TC 210 and ISO IEC JWG risk management
Ms. Hillary Woehrle, AAMI

AAMI HFE members via

Mr. N. Tongson, AAMI

GHTF SG2 members via

Dr. A. Sparti, Swissmedic

CEN TC 215 WG1 members via

Ms. Dr. V. Sattelmayer, DIN

IEC TC 62A WG5 and IEC ISO JWG4 usability members via

Mr. P. Carstensen, FDA
NB-MED members via

Dr. H. Dinkler, VdTÜV

__________________________________________________________________________________________

Address
Hotel Continental

Via Roma 16
I-31100 Treviso

Tel. +39-0-422-411216

Fax +39-0-422-55054

__________________________________________________________________________________________

Place/Date

Treviso / March 1-5, 2004 
__________________________________________________________________________________________

Subject
IEC SC62A WG5 Ergonomics and Symbols and IEC/ISO JWG 4 usability

__________________________________________________________________________________________

Chair:

Mr. Peter Carstensen, FDA, US

Secretary:
Mr. Dave Osborn, PMS, US

Participants:
14 delegates and observers from CA0, DE, FI0, FR, IS, JA, SE0, UK, US, EUROM VI

Place/Date:
Treviso / March 1 to 5, 2004
0.
Executive Summary
IEC SC62A WG5 and IEC ISO JWG4 met in Treviso March 1 to 5, 2004on ergonomics and symbols and progressed / reviewed the following issues:

· ISO 14971:2000 risk management
ISO 14971:2000 risk management requires the reduction of use error to acceptable levels and refers to Human Factors HF process standard IEC 60601-1-6 developed WG5. Risk management standard is undergoing revision.
· Joint Working Group IEC/ISO JWG4 usability / ISO TC 210
EUROM VI and ISO TC 210 had requested in 1999 resp. 2000 the extension of scope to all medical devices and to join the development via joint IEC ISO working group. On Feb. 28, 2003 IEC and ISO voted in favor to form IEC/ISO JWG4 usability for medical devices. 29 experts were nominated from 10 countries CA, FI, FR, DE, India, JA, SE, CH, Thailand, US. Work to be based on IEC 60601-1-6 and begins with the last day of the last meeting on October 31, 2003. See below under IEC 62366.

· AAMI Human Factors Engineering Committee Liaison
Presentation by C.F.W. and E.I.: AAMI/HE:1988, ANSDI/AAMI HE-48:1993, AAMI/HE-74:2001, AAMI/HE – part 2: 2005 expected – under preparation: User orientated encyclopedia, preferred design practices and useful data, work in progress since 2001. FDA contracted three editors and several HF experts to write the following chapters by mid 2004: auditory and visual alarms, connections and connectors, documentation, home care, human- computer interaction, packaging, product life cycle issues, signs, symbols and warnings. Next meeting January 20 and 21, 2004 at Las Vegas or Chicago.
· ISO TC 210 Liaison

Report by C.F.W.: see above establishment of JWG 4 usability. 
· ISO IEC JWG risk management liaison

ISO 14971 risk management standard revision needs to recognize IEC 62366 as mandatory reference.

· GHTF SG 2 vigilance and post-market surveillance - liaison

Report by C.F.W. : SG 2 finalized N31R8 reporting of use errors as guidance for manufacturers and regulators while the GHTF Steering Committee accepted as final regulatory guidance documents at the November 2003 San Francisco meeting; it contains the examples for use errors and abnormal use shown in annex CCC of IEC 60601-1-6. 
· IEC CDV 60601-1-6 usability
CDV Committee draft for voting (=DIS) was moved to FDIS stage at the October 2003 meeting, two month voting to commence mid March 2004.

Document describes the usability process and how to reduce risks from normal use and use errors to acceptable levels but excludes abnormal use in the scope. Document serves as platform to separate use errors, which fall within the manufacturer’s responsibility from abnormal use which are outside the manufacturer’s responsibility. Regulatory guidance on how to handle use errors under adverse event / vigilance reporting was developed by Global Harmonization Task Force SG2 vigilance and drews heavily on this document. (see GHTF SG2 above) When IEC 60601-1 3rd edition becomes available around 2005.
· New Project IC 62366 Ed. 1 Medical Devices – general requirements for safety and essential performance – usability 62A/N413/NP

JWG4 usability was given the task to develop usability standard for all medical devices; inaugural meeting was 31 October 2003. First draft to be based on IEC FDIS 60601-1-6 with the scope extended from electrical medical equipment to medical devices, definitions (6) delinked from IEC 60601-1 and structure delinked from IEC 60601-1 structure. Several comments on CDV 60601-1-6 were deferred for consideration by the JWG, e.g. closer integration of usability into the risk management standard ISO 14971 which is presently undergoing revision.
General discussion if ISO 14971 risk management is mandatory reference or not. EUROM VI proposed to require risk analysis to identify usability risks without making ISO 14971 clause 4 ‘risk analysis’ mandatory. Rationale: ISO 13485 quality management requires a risk management process in clause 7.1 ‘planning of product realization’ and notes: see ISO 14971 for guidance related to risk management.

ISO 14971:2000 states under 1 Scope ‘This international standard does not require that the manufacturer has a formal quality system in place. However, risk management can be an integral part of a quality system.’ A non-normative reference to ISO 14971 would make it less burdeon some for class I manufacturers to adopt the usability process. Motion did not carry.

Consensus was reached that IEC 62366 is the comprehensive risk management standard to address use error and should become normative in ISO 14971 risk management. Clause 4.2 in ISO 14971 needs to be modified to read ’... intended use / intended purpose and use errors including reasonably foreseeable misuse.’
1. Scope
This standard specifies requirements for a process to analyze, specify, design, verify and validate the usability, as it relates to safety of medical devices. This process manages the risk associated with usability. This standard addresses normal use and use errors but excludes use errors.

If the usability engineering process detailed in this standard has been  complied with then the residual risk as defined in ISO 14971 associated with usability of the medical device is presumed to be acceptable.

· Next step

Document to be circulated as CD committee draft for member bodies commenting.

· Next meeting

August 23 to 27, 2004 Vancouver, backup Lübeck
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