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Article 61(10) of the MDR regulates the possibility of conducting a clinical evaluation
without clinical data. The cases in which this is possible and the conditions under which
this article can be applied are explained below.

According to Article 61(10) of the
Medical Device Regulation (MDR), a
clinical evaluation can be performed
without clinical data in certain cases.
It is important to note that a clinical
evaluation is still required when apply-
ing this article.

When is the application of
Article 61(10) possible?

In the application of Article 61(10), the
use of clinical data to demonstrate
conformity with the general safety
and performance requirements may
be waived if this does not appear ap-
propriate. In such cases, the manufac-
turer shall provide adequate justifica-
tion based on:

® theresults of risk management and

® the specificinteractions between
the product and the human body,

® theintended clinical performance
and

® the manufacturer's specifications.

However, it should be noted that Arti-
cle 61(10) cannot be applied to Class
Il devices or implantable devices. This
restriction is expressed in the MDR by
the half-sentence ,Without prejudice
to paragraph 4“ and is also clearly sta-
ted in MDCG document 2020-6.

For all other device classes, i.e. Class |
to lIb (excluding implants), Article
61(10) can be applied. However, this
should be an exception.

The decision to apply Article 61(10)
must be adequately justified by the
manufacturer in the clinical evalua-
tion. This justification should be based
on an assessment of the available evi-
dence in accordance with the require-
ments of the MDR.

It is important to note that the appli-
cation of Article 61(10) should be ca-
refully considered. The notified body
does this as well: In accordance with
MDCG document 2020-13 (Clinical
Evaluation Assessment Report), noti-
fied bodies check whether

® thereis sufficient justification,

® the available evidence, e.g. in the
form of performance evaluations,
bench tests and preclinical studies,
is sufficient,

® clinical literature data on the pro-
duct or an equivalent product was
searched for,

® theresults of risk management sup-
port the application of Art. 61(10),

® there is sufficient information on
the interaction between the pro-
duct and the human body,
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® whether the intended performance
of the product allows its demons-
tration to be based on non-clinical
data,

® whether there are marketing claims
that need to be supported by clini-
cal data.

Examples of medical devices for

Article 61(10) is by no means appli-
cable to all ,simpler medical devices.
As soon as there is a direct clinical be-
nefit, the performance must generally
be demonstrated on the basis of clini-
cal data - for example, in the case of
UV lamps for the treatment of skin di-
seases or compression stockings to
improve blood circulation.

mity assessment procedure according
to the MDR. It includes the assess-
ment of the safety and performance
of a medical device when used for its
intended purpose. If no clinical bene-
fit is claimed for the device, which
must be demonstrated based on clini-
cal data, the clinical evaluation can
also be based primarily on preclinical
data.

which the application of Article
61(10) could be justified are

® mouth spatula
® dental treatment units

patient positioning systems

Despite the application
of Article 61(10), clinical

evaluation remains
essential!

It is important that an appropri-
ate assessment of the benefit-
risk ratio of the product is possi-
ble on the basis of the available
data.

Conclusion

|
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® stand-alone software
® blood glucose meters
® wheelchairs

® walking aids

What these products have in common
is that their use is associated with only
minimal risks, which are often related
to their usability. Contact with the hu-
man body, if any, is not critical. The cli-
nical benefit is often indirect, e.g. by
supporting a diagnosis or treatment.

Accordingly, the parameters for deter-
mining the safety and performance of
the products are more of a technical
nature. Parameters such as reprodu-
cibility of measurement or dimensi-
onal stability (for many aids) are ea-
sier to test in the laboratory thanin
clinical application.

How can safety and perfor-
mance be demonstrated?

If Article 61(10) of the MDR is appli-
cable, appropriate data for demonst-
rating safety and performance can be
obtained, for example, in the following
ways:

® technical tests
® preclinical tests
® usability tests

® simulations

What does this mean for
clinical evaluation?

Even when applying Article 61(10) of
the MDR, the clinical evaluation re-
mains indispensable. Clinical evaluati-
on is an important part of the confor-

According to Article 61(10) of
the MDR, a clinical evaluation may be
performed without clinical data if the
manufacturer provides an adequate
justification based on the results of
the risk management, the specific in-
teractions between the medical de-
vice and the human body, the intended
clinical performance and the informa-
tion provided by the manufacturer. It
should be noted, however, that despi-
te the application of Article 61(10), cli-
nical evaluation remains essential.
Safety and performance must be de-
monstrated by other appropriate me-
ans, for example by technical tests.
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