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Is your Management Review up to date? An important question and the question most
Notified Body quality management audits start with. Your auditor wants to know if you
as a manufacturer are aware of all the changes in the regulations, more importantly,
about the influence those changes might have on the compliance of your medical devices. All medical device manufacturers must act or at least have a plan as far as “new
or revised regulatory requirements” are concerned. Your answer should be a firm YES!

From 1st of January 2016, all medical device
manufacturers of medical electrical equipment
must comply with the IEC 60601-1 Ed.3.1, the
standard for Basic Safety and Essential Performance. As there will be almost 500 changes, it is
very likely that you will need new tests or possibly a revision of the design.
Where do you start? Do you have to read over
400 pages of requirements and see how they
influence your device? Actually, yes. However,
in this paper you will read how a practical approach can make life easier.
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About the IEC 60601-1 Ed.3.1.
Europe and the United States generally follow
this standard without too much deviation. Also
for this edition the conformity rules are the
same, only the timing differs.
In Europe, the IEC 60601-1 Ed.3.1 was harmonized by the EN 60601-1 Ed.3.1 on May 16, 2014
and the date of cessation of presumption of
conformity is December 31, 2017. However,
after December 31, 2015 compliance with the
clauses (referred to in Annex ZZ to EN 606011:2006/A1:2013) is required in order to claim
presumption of conformity with the Essential
Requirements of Directive 93/42/EEC.

In the US, the FDA recognizes the IEC 606011 3.1 edition already by AAMI/ANSI ES606011:2005/(R) 2012 and A1:2012,,C1:2009/(r)2012
and A2:2010/(r)2012 [Rec# 19-4]. Until August 1,
2016 the FDA will accept declarations of conformity, in support of premarket submissions, to
[Rec# 19-5] (previous version); after this transition period, declarations of conformity to [Rec#
19-5] will no longer be accepted.
To assist the assessment of the deviations, the
standard commission 62A published an IEC
Technical Report IEC/TR 62348. They determined 88 changes that were assessed as having the potential for a moderate to significant
impact.
Those 88 changes are separated into two
groups, based on that impact assessment. Table 1 in IEC/TR 62348 ED.2.0 lists the 25 clauses that are affected by the changes assessed
to have the potential for a significant impact.
Table 2 lists the 63 clauses that are affected by
the changes assessed to have the potential for
a moderate impact.
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What if you are not up to date?
Your Notified Body may not accept this and issue a nonconformity. As a minimum, you have
to show preparation to adapt to the changes
in the IEC 60601-1. If you have not started this
preparation, you are behind on schedule to
comply with the standard.
The first time a nonconformity is noted you
may receive a warning, or minor nonconformity, but if you ignore these warnings it is likely
that a major nonconformity will be issued with
the risk of suspension of certification if it is not
addressed timely.
So, check to be sure this new standard is mentioned in your management review. It is obligatory to mention the standards that will change
in the near future and influence your compliancy level. Depending on the impact of the changes in the standard, timing is an important issue.
This differs per manufacturer. Calculate how
much time you need to adapt to the changes in
the IEC 60601-1 Ed. 3.1., and set up an adaptation plan. Mention this plan in the management
review and include the expected results before
the next audit.

In this plan all manufacturers of electrical medical devices need to define whether or not
new tests, measurements and design changes should be done. If you have more than one
electrical medical devices, the impact will most
likely differ per device and you need all medical
devices to comply with the basic safety rules.
It is possible to comply without any new investments, or “worst case” you may need to change
your design. At this time it is sufficient that you
are aware of the impact it might have and, as
noted, show this to your Notified Body.
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Impact Analysis Report
Changes in intended use, labelling, design and
standards all have influence on your compliance to the medical device regulations. Medical device manufacturers need to check their
products’ instructions for use, the risk management file, the essential requirements checklist
and the design files to determine if they are still
compliant.
Manufacturers cannot influence changes in
standards which generally are directed at increasing safety and not at making the life of a
medical device manufacturer easier.

Compliance
Change of: standards, intended use, design or labelling etc.
Check your Design and Submission files.

Essential
Requierments

Compliance
Documentation
Instructions
of use

Risk Management

As one of the regulatory experts for medical
electrical equipment and medical devices with
software of Qserve Group, I was requested to
develop an effective compliance plan for the
impact analysis of the IEC 60601-1 Ed. 3.1. The
result is an ‘impact analysis report’ based on
the IEC/TR 62348.

Checklist

Combining the changes of the standard with
the impact analysis will provide a manufacturer
a clear overview of the impact on his specific
medical device. Part of the report is the below
example of an ‘impact analysis checklist’

This impact analysis report can also be used as
part of the design and development documentation of the device to explain why certain clauses
have already been met without renewing tests.
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As your test house might simply advise you to
renew all the tests, it is worthwhile to set up
such a checklist before you go to your test facility. Not all the clauses are influenced and not
all tests need to be renewed. Sometimes a good
risk assessment with justification suffices.

IEC 60601-1 Ed. 3.1 Compliance Checklist
Clause

Requirements

Potential

Verdict

impact

N/A

Result-Remark

P/F
7.2.2

Identification
MD and its detachable components shall be marked:

significant

P

This requirement is

• name or trademark and contact information of the

additional and

manufacturer

already available

• a model or type reference
• a serial number or lot or batch identifier; and
• the date of manufacture or use by date, if applicable.
The serial number, lot or batch identifier, and the date
of manufacture may be provided in a human readable code or
through automatic identification technology such as barcodes or RFID.
8.7.3

Allowable values

f)

The allowable values of LEAKAGE CURRENTS that can flow in a functi-

significant

N/A

This requirement

onal earth conductor in a non- permanently installed MD are 5 mA in

is additional but

normal condition and

not applicable

10 mA in single fault condition.
9.4.2.4.3

Movement over a threshold
Mobile MD exceeding 45 kg shall be able to pass over a 20 10 mm

significant

threshold. Passing over a 20 10 mm threshold shall not result in an

P

This requirement
is less stringent.

unacceptable risk overbalancing.
Note: The deviation between the previous version of the IEC 60601-1 Ed.3.0 and the IEC 60601-1 Ed.3.1 are indicated by: blue text
for new requirements or parts of clause and crossed text for deleted requirements or parts of clause.
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Management System implementation and compliance.
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