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Introduction

This document contains supplementary information presented by the Convener of the ExMC WG5
“Manufacturers Quality System Requirements” as presented during the 2020 ExMC Remote meeting.

This document is issued as a Tabled Document, (previously referred to as Green Paper) and is
supplementary to the WG5 Report, ExXMC/1609/R as tabled for the IECEx Management Committee, ExMC
October 2020 meeting under agenda item 8.6 re Agenda ExMC/1614A/DA.

This document is issued for information.
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e The importance of an effective ExXQMS cannot be understated, it was once
described as the “Crown Jewels” of the IECEx scheme!

e |t is currently the only effective control we have to ensure manufacturers ship
IECEX compliant equipment and associated user instructions.

e This means we must pay special attention to the training and the performance
of auditors and the technical review process performed by the responsible
ExCB.

e During the 2020 IECEX Executive and Operational meetings this year we
accepted a proposal to update OD-60 to better define the process for remote
auditing and allow it to be used for all QAR audits.

e Remote QAR auditing is working in an acceptable manner during this
unprecedented pandemic but was always meant to be a temporary option.

e COVID will eventually go away and we should revert to performing QAR audits
onsite as soon as possible. There will be some push back from manufacturers,
but we are auditing the compliance of critical safety equipment which tends to
be a “hand-on” process at multiple levels.



EA  wGos, 2020 MC Report on Manufacturers Ex QMS

e Also discussed was reformatting the online QAR to allow for more information
when multiple sites were listed on the QAR. This remains a work in progress,
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The current linking of a QAR to a C of C can be a burden for the ExCB issuing
the C of C as they have to police out of date QAR’s, add or subtract QAR’s
caused by company name changes, scope changes, & new manufacturing
sites.

e Recently | “retired” two QARSs as the manufacturing sites were being added to
a master multi-site QAR at recertification. | added the two sites onto the master
QAR but forgot to do anything with the two “retired” QARs as all their C of C’s
were already listed on the master QAR. Soon emails were arriving stating the
two “retired” QARs were no longer valid. Same situation would have happened
if the manufacturer had obtained a replacement QAR from another ExCB.

e Current solution is to extend the “retired QAR’s” for a further 3 years and add

comments that this QAR is now obsolete. A further comment provides the new

QAR number and states that any new C of C’s should only be added to the

new QAR.

e Would it be better if the “retired” QAR could be set to “retired” by the ExCB and
this would automatically send an email to the affected ExCB’s to move their C
of C’s to the new valid QAR; the “retired” QAR could retain its original expiry
(retirement) date.
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e |s an ISO/IEC 80079-34 audit every 18 months appropriate, ISO 9001 audits
are yearly, is that more appropriate?

e Scheduling conflicts can lead to a gap of 20 months or longer between audits,
is that acceptable?

e We discussed this at the IECEx Executive and Operational meetings in May
2020 and a solution was proposed and received a positive response but is still
a work in progress.

e The purpose of the following flow diagram is to show the relationship between
audits on an 18-monthly audit frequency, the same logic can be used for 12
monthly audits. It is based on the expiry date being exactly 36 months after the
issue date of the initial QAR with the date being indexed a further 36 months
following each recertification audit.

e For a 12-monthly audit cycle, if you always do your audits 2 month early at
every audit, within a day or so you will be on a 12-monthly cycle.

e For a 12-monthly audit cycle, if you always do your audits 1 month early at
every audit, within a day or so you will be on a 12-monthly cycle.



QAR must be up-issued at RC and the expiry
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date shall be extended by exactly 36 months
Maximum two-month period prior to RC audit.

Ideal audit date would be one-month prior to RC
audit to allow time for N/C closing
True date 18 months before expiry for a
surveillance audit on an 18-month cycle
Maximum two-month period prior to surveillance
audit. Ideal audit date would be one-month prior
to surveillance audit to allow time for N/C closing
Initial QAR issued with an expiry 36 months after
the initial issue date, always extended by 36
months following an RC audit.

Maximum two-month period prior to IA or RC.
Ideal audit date would be one-month prior to IA or
RC to allow time for N/C closing
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QAR in compliance for first 18 months

QAR in compliance for second 18 months

If audit done one month early for first 18 months
If audit done one month early for second 18 months
If RC audit done one month early

If audit done two months early for first 18 months
If audit done two months early for second 18 months
If RC audit done two months early

Blue color is achievable if we accept that a month early, plus or minus, is OK if it is repeated for every audit.

Important considerations:

will shall be updated by 36 months, following a satisfactory recertification audit.

Following satisfactory closing of any initial audit non-conformities the date of issue plus 36 months shall be the expiry date entered on the issue 0 QAR. Thence every three years thereafter the expiry date

Another important reason for this flexible approach that many companies have five or more manufacturing sites on a single QAR that need to be performed within a 4 to 6 week period in multiple countries.






