
Device Essential Requirements Check list (in compliance with the 93/42/EEC Medical Device 
Directive considering the amendments by the Directive 2007/47/EC)

Amended / Updated Sections as Per 2007/47/EC

Product Apgar Timer New Product No
Description Digital Timing Device Introduced 2004
Class I Main Standard BS EN 60601

No
. Essential Requirement A / N/A Standard Report

1 The devices must be designed and manufactured in such a way that, when used 
under the conditions and for the purposes intended, they will not compromise 
the clinical condition or the safety of patients, or the safety and health of users 
or, where applicable, other persons, provided that any risks which may be 
associated with their intended use constitute acceptable risks when weighed 
against the benefits to the patient and are compatible with a high level of 
protection of health and safety.

N/A

1 i reducing, as far as possible, the risk of use error due to the ergonomic features 
of the device and the environment in which the device is intended to be used 
(design for patient safety), 

N/A
Units are in fixed 
positions – not held 
by the user

1 ii consideration of the technical knowledge, experience, education and training 
and where applicable the medical and physical conditions of intended users 
(design for lay, professional, disabled or other users).

2 ii eliminate or reduce risks as far as possible (inherently safe design and 
construction),

6 ii Demonstration of conformity with the essential requirements must include a 
clinical evaluation in accordance with Annex X. A See Technical File H 

3
7.1 iii where appropriate, the results of biophysical or modelling research whose 

validity has been demonstrated beforehand. N/A

7.4 Where a device incorporates, as an integral part, a substance which, if used 
separately, may be considered to be a medicinal product as defined in Article 1 
of Directive 2001/83/EC and which is liable to act upon the body with action 
ancillary to that of the device, the quality, safety and usefulness of the substance 
must be verified by analogy with the methods specified in Annex I to Directive 
2001/83/ EC. For the substances referred to in the first paragraph, the notified 
body shall, having verified the usefulness of the substance as part of the 
medical device and taking account of the intended purpose of the device, seek a 
scientific opinion from one of the competent authorities designated by the 
Member States or the European Medicines Agency (EMEA) acting particularly 
through its committee in accordance with Regulation (EC) No 726/2004 (1) on 
the quality and safety of the substance including the clinical benefit/risk profile 
of the incorporation of the substance into the device. When issuing its opinion, 
the competent authority or the EMEA shall take into account the manufacturing 
process and the data related to the usefulness of incorporation of the substance 
into the device as determined by the notified body. Where a device 
incorporates, as an integral part, a human blood derivative, the notified body 
shall, having verified the usefulness of the substance as part of the medical 
device and taking into account the intended purpose of the device, seek a 
scientific opinion from the EMEA, acting particularly through its committee, on 
the quality and safety of the substance including the clinical benefit/risk profile 
of the incorporation of the human blood derivative into the device. When 
issuing its opinion, the EMEA shall take into account the manufacturing process 
and the data related to the usefulness of incorporation of the substance into the 
device as determined by the notified body. Where changes are made to an 
ancillary substance incorporated in a device, in particular related to its 
manufacturing process, the notified body shall be informed of the changes and 
shall consult the relevant medicines competent authority (i.e. the one involved 
in the initial consultation), in order to confirm that the quality and safety of the 
ancillary substance are maintained. The competent authority shall take into 
account the data related to the usefulness of incorporation of the substance into 
the device as determined by the notified body, in order to ensure that the 

N/A



changes have no negative impact on the established benefit/risk profile of the 
addition of the substance in the medical device. When the relevant medicines 
competent authority (i.e. the one involved in the initial consultation) has 
obtained information on the ancillary substance, which could have an impact on 
the established benefit/risk profile of the addition of the substance in the 
medical device, it shall provide the notified body with advice, whether this 
information has an impact on the established benefit/risk profile of the addition 
of the substance in the medical device or not. The notified body shall take the 
updated scientific opinion into account in reconsidering its assessment of the 
conformity assessment procedure.

7.5 The devices must be designed and manufactured in such a way as to reduce to a 
minimum the risks posed by substances leaking from the device. Special 
attention shall be given to substances which are carcinogenic, mutagenic or 
toxic to reproduction, in accordance with Annex I to Council Directive 
67/548/EEC of 27 June 1967 on the approximation of laws, regulations and 
administrative provisions relating to the classification, packaging and labelling 
of dangerous substances (1). If parts of a device (or a device itself) intended to 
administer and/or remove medicines, body liquids or other substances to or 
from the body, or devices intended for transport and storage of such body fluids 
or substances, contain phthalates which are classified as carcinogenic, 
mutagenic or toxic to reproduction, of category 1 or 2, in accordance with 
Annex I to Directive 67/548/EEC, these devices must be labelled on the device 
itself and/or on the packaging for each unit or, where appropriate, on the sales 
packaging as a device containing phthalates. If the intended use of such devices 
includes treatment of children or treatment of pregnant or nursing women, the 
manufacturer must provide a specific justification for the use of these 
substances with regard to compliance with the essential requirements, in 
particular of this paragraph, within the technical documentation and, within the 
instructions for use, information on residual risks for these patient groups and, 
if applicable, on appropriate precautionary measures.

N/A

13.
3

f where appropriate, an indication that the device is for single use. A 
manufacturer's indication of single use must be consistent across the 
Community;

N/A

13.
6

The instructions for use must also include details allowing the medical staff to 
brief the patient on any contra-indications and any precautions to be taken. 
These details should cover in particular:

13.
6

h if the device is reusable, information on the appropriate processes to allow 
reuse, including cleaning, disinfection, packaging and, where appropriate, the 
method of sterilization of the device to be resterilized, and any restriction on the 
number of reuses. Where devices are supplied with the intention that they be 
sterilized before use, the instructions for cleaning and sterilization must be such 
that, if correctly followed, the device will still comply with the requirements in 
Section I. If the device bears an indication that the device is for single use, 
information on known characteristics and technical factors known to the 
manufacturer that could pose a risk if the device were to be re-used. If in 
accordance with Section 13.1 no instructions for use are needed, the 
information must be made available to the user upon request;

13.
6

q date of issue or the latest revision of the instructions for use. A Revision Numbers


