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Conformity Assessment (Article I1)

Figure | summarizes the conformity assessment procedures
of the Directive. Manufacturers of most Class I devices need
not involve a notified body in the conformity assessment of
their products. Rather, a “declaration of conformity” is used
(Annex VII of the Directive). To back up its declaration, the
manufacturer (or his authorized representative established in
the Community) must assemble the technical documentation
in Table 1 and to be prepared to make it available to Member
State authorities for inspection for a period of at least five
years after the last device has been manufactured.

Among those items to be assembled is a “risk analysis,”
which is required for all classes of medical devices. Indeed, it

1s this risk analysis that lies at the core of the Directive’s
requirements.

Risk analysis is a process of identifying hazards and then
determining whether they have been adequately addressed. In
most cases, harmonized standards will be available covering
these risks and addressing those risks entails doing only what
the standard requires. However, there may be instances where
harmonized standards do not fully address potential hazards
due to the lack of harmonized standards covering a subject or
the development of new technology. In these cases, careful
risk analysis is appropriate.

CEN standard EN 1441 describes a procedure which can be
used 1o undertake a risk analysis (Figure 2). First, all charac-
teristics of the device which might impact its safety are listed.
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TeECHNICAL DOCUMENTATION NEEDED TO SUPPORT A
MANUFACTURER'S DECLARATION OF CONFORMITY
{ANNEX VIl oF THE MDD)

— a general description of the product, including any variants planned,

— design drawings, methods of manufacture enviaged and diagrams of
components, sub- assemblias, circuits, etc.,

— the descriptions and explanations necassary to understand the abovemen-
fioned drawings, diagrams and the cperation of the products,

— the results of the risk analysis and a list of the standards relied upcn and
descriptions of the solutions adopted to meet the essential reguirements of
the Directive if the standards referred to have not been applied in full,

— in the case of products placed on the market in a sterile condition, descrip-
tion of the methods used,

— the resulis of the design calculations and of the inspections carried out, atc.;
if the device is to be connected to other device(s) in order to operate as
intended, proof must be provided that it conforms to the essential require-
ments when connected ta any such device(s) having the characteristics
specified by the man.facturer,

— the test reperts and, where appropriate, clinical data in accordance with
Annex X of the MDD,

— tha label and instruction for use.

Table 1

This requires careful examination of all available information,
including the use of historical experience, clinical trials and
published scientific literature. Annex C of the standard is a
useful aid here. Next, the damage likely to flow from each
identified hazard will have to be estimated, and if that dam-
age is deemed unacceptable, the likelihood the hazard would
occur will need to be estimated as well. The damage that is
likely to occur is then multiphied by the likelihood of oceur-
rence, and if the multiplicative product of these two is deemed
unacceptable, then some means will have to be employed to
reduce it to an appropriate level. These means could include
design changes, the use of guards, the use of alarms, etc.
Where these are not practical, written warnings can be used
aimed at reducing the frequency of the product’s use, scope
of application, operational environment or the preduct’s life-
time.

It is up to the manufacture to compile evidence to show that
the hazards have been addressed. Further, a risk analysis will
need to be repeated every time a device is modified or there is
postmarket information indicating that a new hazard has been
identified.

For simple devices, risk analysis is relatively painless. Most
of the risks will be addressed by complying with published
standards. More complex, or state of the art products may
require a detailed risk analysis. In any event, the risk analysis
needs to be documented and available to the appropriate
authorities.

Manufacturers of Class I devices will also need to keep an
up to date system for logging experience from devices in the
field and to implement any appropriate corrective actions.
Products which are placed on the market in a sterile condition,
and Class I devices with a measuring function, will need qual-
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ity system registration of those aspects of their manufacturing
processes (see below) or they will need to submit to a statisti-
cal sampling plan implemented by a notified body.

Class IIa devices also follow the same procedure applicable
to Class I products. However, coupled with that is the need to
implement some form of production phase oversight involving
a notified body. This may be in the form of statistical sam-
pling of product, or quality system registration of the produc-
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Figure 2: Flow diagram of Risk Analysis Procedure from EN 1441. The num-
bers in parenthesis refer to the paragraph number in the standard.
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tion or final inspection phase under either
1SO9002/EN29002/EN46002 or ISOS003/EN29003.
Whatever option the manufacture chooses, it will need to
select a notified body, compile what's needed for their exami-
nation and submit to inspections.

Selecting a Notified Body

The primary role of a notified body is to perform an objec-
tive assessment of the manufacturer’s quality management
system. The notified body will want to ascertain whether the
manufacturer really has control over its processes so that
product can be made uniformly. Futher, field experience will
require modifications to most products at some time, and the
process for making changes must be controlled as well. The
IS0 9000 series of international standards as well as its
European counterparts, EN 29000/EN 46000 provide the
notified body with a framework for evaluating manufacturers.
Manufacturers found to comply will then have the status of
an “approved” or “registered” quality management system,
both terms being used in the industry.

Considerable care should go into the process of selecting a
notified body. Under certain circumstances a manufacturer
may find itself stuck with the notified body it initially choose
for up to five years, the Directive discourages “shopping
around.” The Official Journal contains a list of notified bod-
ies (C 172, Volume 39, June 15, 1996) and this list will be
updated from time to time. It gives the name and address of
the notified bodies and describes the scope of their EU autho-
rizations. Make sure that the notified body you are consider-
ing has been authorized to do what yon want.

When selecting a notified body you may want to first con-
sider geography. If you have only one manufacturing site
you will probably want a notified body near its location but if
you have more than one plant, you may want to select a noti-
fied body with several nearby offices. Communication is
very important, o the notified body should speak the lan-
guage of your choice. Also consider that you may be talking
not only to the notified body but the competent authority it
reports to,

Naturally, the scope of the notified bodies’ experience is
important. A notified body should have experience with the
kinds of product you manufacture. Ask for references here.
If a notified body is willing to subcontract wotk to other lab-
oratories you are used to using for EMC or biocompatibility
testing, that can be a real plus. Finally, factor in the notified
body’s attitude, responsiveness and reputation.

If you are like riost manufacturers, you will be paying the
notified body $10,000 to $20,000 per site for its initial review
and then $5,000 to $10.000 per year. That is a likely to be
just a small part of the total cost vou will bear to comply
with the Directive, so the prices charged by notified bodies
may be the least important factor in your decision. If you are
already using a notified body or its subcontractors for other
forms of testing, you will have an advantage since you will
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already know how that notified body works, and if they are
likely to be a good candidate.

Once chosen, you will need to prepare for the notified
body’s review, EUCOMED Document No. 4270 provides a
useful checklist of the technical documentation the notified
body will likely want to see. Once this has been assembled,
many companies perform a “gap analysis” to prepare for the
notified body’s visit. This is a mock audit to determine if
deficiencies exist. If you do not feel able to do this yourself,
there are many consultants who are available to perform gap
analysis for you.

The Notified Body’s Audit

The notified body’s audit is lead by a lead anditor who has
overall charge. Included in the aundit team will be at least one
member with experience in assessing the medical devices in
question, All members need to be free from bias and are
bound to preserve confidentiality.

The audit team’s activity will center largely on your docu-
mentation, In general, the team will be establishing the
answer to this question: Are the documents used to describe
the quality system adequate to meet regulatory requirements
and, if so, are the procedures embodied in the documents
known, available, and understood by personnel?

The audit is carried out pursuant to an audit plan agreed to
in advance by the manufacturer and the andit team. This
plan will specify the objectives of the audit and its scope,
identify the members of the anditor’s team, and identify the
manufacturer’s employees who have been assembled to meet
with them. It will also identify the technical documents to be
reviewed, the organizational unit to be audited and its sub-
contractors. Those subcontractors generally do not need to
be audited separately as long as the manufacturer supplies
satisfactory evidence that they meet the relevant regulatory
requirements.

The audit begins with an opening meeting which confirms
the details of the audit plan. Evidence is then assembled by
the audit team through interviews, examination of documents
and observations. If another notified body has previcusly
reviewed portions of the quality system, the audit team must
take that into account (Article 11 of the Directive). A list of
any documents exchanged during the audit should be kept. It
is the obligation of the auditors to record all their observa-
tions. Nonconformity with the ISO9000/EN2900(0/EN46000
series of standards should be documented in a clear and con-
cise manner and, where appropriate, be supported by evi-
dence. Any nonconformity should be identified in terms of
the specific regulatory requirements concerned.

Following the assembly of this evidence, a closing meeting
is held. The lead auditor presents observations and prepares
an audit report which is signed and dated. It will contain the
scope and objective, identification of referenced documents,
observation of nonconformities, any agreed time scale for
correction and recommended follow up. Be prepared to
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make any needed corrections within the agreed time frame.
FPeriodic reinspections are also required by the Directive.
Further, manufacturers are obliged to notify the notified body
of changes to their quality system.

International guidelines for the conduct of audits have been
prepared by a group know as the Global Harmonization Task
Force, which includes representatives from the United States
{FDA) and the EU. These are now available in MEDDEY
1/94, “Guidelines For Auditing Quality Systems of Medical
Device Manufacturers.”

Manufacturers of Class ITh must have their product design
reviewed by a notified body through a “type test” (or “type
examination”) pursuant to Annex Ill of the Directive. In
essence, this requires a notified body to review an initial pro-
duction sample and establish that it does, indeed, meet the
essential requirements. If the notified body agrees that the
device complies, the manufacturer will receive a “type testing
certificate.”” In addition, the production phase must be moni-
tored either by using the statistical sampling (Annex IV), reg-
istration of the production quality assurance system (Annex
V) or the registration of its final inspection quality assurance
system (Annex VI, just like Class ITa devices.

Manufacturers of Class III devices follow the same proce-
dures for assessing conformity as apply to Class IIb devices,
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except that the option of combining type examination (Annex
III) with final inspection quality assurance systems registra-
tion (Annex VI) is not allowed.

Class III device manufacturers may also opt for “full quali-
ty management systems registration” under Annex IT of the
Directive, requiring notified body inspection of the full quali-
ty system, from design to final inspection under
ESO9001/EN29001/EN46001. Where the option of full qual-
ity system registration is chosen, Class I1I manufacturers will
also have to provide a “design dossier” to the notified body
prior to marketing and receive a “design examination™ certifi-
cate. Changes to the product which may affect conformity
must be reviewed and an amended design examination certifi-
cate issued if the changes could affect compliance. Asa
general rule, some clinical evaluation will be required for
Class III devices. EUCOMED has produced a position
paper on what a design dossier should contain (EUCOMED
document No. 4431).

Manufacturers of Class Ila and IIb devices also have the
option of registrating their “full” quality management system
under ISO S001/EN 29001/EN 46001. For these manufactur-
ers, however, no design examination certificate is required.

Though the Directive does allow Member States to require
that labels and labelling be in the countries national lan-
guages, the Directive contains no requirement for translation
of conformity documentation other than labeling and instruc-
tions into national languages. Use of any Community lan-
guage acceptable to a notified body is permitted.

Having completed the process of assessing conformity, the
manufacturers product is ready to be placed on the market
within the EU. In addition to marking the product with the
CE marking, the manufacturer must prepare a declaration of
conformity to be kept at the disposal of the relevant authori-
ties. Its contents are specified in Annex VII of the Directive.

Medical Device Incident Reporting -
The “Vigilance System”

Manufacturers of all classes of devices have to institute a
systematic procedure to gain experience from devices in the
field and must implement corrective action where required.
In these cases, competent authorities in the Member States
must be informed of these incidents:

“(i} Anv malfunction or deterioration in the characteris-
tics and/or performance of a device, as well as any inad-
equacy in the instructions for use which might lead to or
might have lead 1o the death of a patient or user or to a
serious deterioration in his health;

“(ii) Any technical or medical reason connected with the
characteristics or performance of a device for the rea-
sons referred to [above] leading to the systematic recall
of devices...”

Member States receiving these reports are charged with
evaluating and recording these incidents and informing other
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