General Safety and Performance Requirements

A comparison of Annex | of the new MDR versus the
Essential Requirements of the current MDD

Within the final draft of the new MDR (February 2017, “Position of the O E
Council at first reading with a view to the adoption of a REGULATION OF ~

THE EUROPEAN PARLIAMENT AND OF THE COUNCIL on medical
devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009 and repealing Council Directives @
90/385/EEC and 93/42/EEC”), the current 13 Essential Requirements were

replaced by 23 General Safety and Performance Requirements.

®
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Unfortunately, the proposed MDR doesn’t provide a trace matrix between

the current and the new requirements. The following table was compiled to
provide such comparison. Although it was actually quite difficult to align the %
new requirements one-by-one with the current requirements, the table may (' 4

be supportive when manufacturers are asked to establish a revised
checklist for the conformity assessment under the new MDR.

Current 13 Essential
General Safety and Performance Requi ts withi
Requirements within the proposed the equirements within
MDD 93/42(EEC
new MDR
1. Performance, safety, effectiveness ER1
2 Reduce risks as far as possible n/a
3 Risk Management System n/a
4 Risk Control Measures ER2
5 Use Error ER1
6 Lifetime of the device ER4
7 Transport and Storage ER5
8 Known and foreseeable risks, side effects ER6
9 Devices listed in Annex XV n/a
10 Chemical, physical and biological properties | ER7
e 10.1 o 7.1
o 10.2 o 7.2
e 103 e 73
e 10.4 e 75
e 10.5 e 7.6
e 106 e n/a
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General Safety and Performance Current 13 Essential
Requirements within the proposed the Requirements within
new MDR MDD 93/42(EEC
11 Infection and microbial contamination ER8
o 111 e 81
e 11.2 e n/a
e 113 * n/a
e 114 e 83
e 115 e 84
e 116 e 85
e 117 e 86
e 1138 o 87
12 Devices incorporating a substance ER7.4
considered to be a medicinal product
e 121
o 122
13 Devices incorporating materials of biological | ER8
origin
o 131 o 74
e 132 e 8.2
e 133 e n/a

14 Construction of devices and interaction with | ER9
their environment

o 141 e 9O

o 142 e 9

o 143 e 9O

e 14.4 * n/a

e 145 e n/a

o 146 e 10.2

o 147 e n/a
15 Devices with a diagnostic or measuring ER10
function

e 151 e 10.1

e 152 e 103
16. Protection against radiation ER11

e 16.1 e 11.1,114

e 16.2 o 112

e 163 e 113

e 164 e 115
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General Safety and Performance Current 13 Essential
Requirements within the proposed the Requirements within
new MDR MDD 93/42(EEC
17. Electronic programmable systems ER 12
o 171 o 121
o 17.2 o 121
e 173 e n/a
o 174 e n/a
18 Active devices and devices connected to ER12
them
e 18.1 o 126
e 18.2 o 122
e 183 e 123
e 18.4 o 124
e 185 e 125
e 186 * n/a
e 18.7 e 126
e 188 e n/a
19 Particular requirements for active
implantable devices (taken from AIMDD)
e 191 e (ER8)
e 192 e (ER9)
e 193 e (ER11)
e 194 » (ER12)
20. Protection against mechanical and thermal ER 12.7
risks
e 201 o 1271
e 20.2 o 1272
e 203 e 1273
e 204 o 1274
e 205 e n/a
o 20.6 e 1275
21. Protection against the risks posed to the ER 12.8
patient or user by supplied energy or
substances
o 211 o 1281
o 21.2 e 128.2
e 213 e 129

Michael Schaefer —Quality Management and Regulatory Affairs in Medical Devices
Heiligkreuzstrasse 59, 72379 Hechingen, Germany, +49 (0) 171 585 1234, +49 (0) 7471 930 1237
For more information visit www.quality-on-site.com or contact michael@quality-on-site.com



http://www.quality-on-site.com/
mailto:michael@quality-on-site.com

General Safety and Performance Requirements

A comparison of Annex | of the new MDR versus the
Essential Requirements of the current MDD

General Safety and Performance Current 13 Essential
Requirements within the proposed the Requirements within
new MDR MDD 93/42(EEC
22. Protection against the risks posed by n/a, (ER3)

medical devices intended by the manufacturer
for use by lay persons

e 221

e 222

e 223

23. Label and instructions for use ER13

e 231 e 13.1,13.2
e 232 e 133,134
e 233 e 133

o 234 e 135,136

Contents of the current ER6a is not listed anymore within the Annex | of the
proposed MDR. The requirement for a clinical evaluation is now described within
article 49 and Annex Il of the MDR

This information is provided for free and the author does not take any
responsibility for the contents included. However, in order to improve this
table continuously, please inform the author in case any errors or gaps are
found.
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