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Deor Mr. Horrer,

we ore responding to your request in which you osked for on opinion on the lifetime of o med-
icol device with regord to the regulotory requirements for medicol devices ond liobility risks.

l. Situotion

As o monufocturer, you ploce vorious treodmills with o medicol purpose on the morket.
Due to their specific medicol purpose, these treodmills ore medicol devices in the sense of
$ 3 No. I Germon Medicol Devices Act (MPG).

The lifetime of your treodmills os determined by you os the monufocturer, bqsed on the in-
formotion in the instruction for use, is between l0 to o moximum of 20 yeors within the
normol use, provided thot ofter l0 yeors oll electricql ports ond componenfs ore reploced
(see for exomple the instruction monuol of the h/p/cosmos@robowolk@exponder, version
l.l, revision 08.04.2014, clouse 

.l0.2 
ond h/p/cosmos@ loufbond ergometer, MCU5-

vl .07, revision 07.02.2013, clouse I I .8, ovoiloble on the homepoge).
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From the oforementioned focts, the question orises for you os to whether the specified life-
time meons thot the use ond operotion of o medicol device beyond this lifetime con leod
to risks for potients, operotors or monufocturers or is legolly impermissible ond conse-
quently generotes o bon on use ond the mondotory replocement of the keodmill becomes
necessory.

ll. Legol situofion

The term "lifefime" or "life cycle" of o medicql device is used in the future Europeon Medi-
col Devices Regulotion (EU) 2017/745 - MDR, but is not defined more precisely in Article
2 MDR. Rother, it follows from the overoll context thot the two terms refer to the period of
use which, occording to the technicol evoluotions of the monufocturer, con generolly be
possed by o medicol device without the bosic sofety ond performonce chorocteristics be-
ing negotively offected.

Thus, the MDR requires in section 23.4 k) of Annex I MDR for oll medicol devices thot ony
informofion must be provided by the monufocturer in the informotion to be supplied in the
instruction for use, so thot fhe user con verify whether the device is properly instolled ond
is reody to perform sofely ond os intended by the monufocturer. This olso includes infor-
motion on ony colibrotion thot moy be required to ensure the proper ond sofe operotion of
the device "during ils inlended lifetime". The cleor intention of this mondotory informotion
is to provide the user with on indicotion of how long the monufocturer expects the medicol
device to function ond perform sofely.

Controriwise, this lifetime is described in relotive terms qs "intended lifetime" or "onfici-
poted lifelime" , since the chonge in the device ond the ossocioted possible loss of sofety
ond performonce is not o rigid momentum thot con be defined occording to individuol
doys. Rother, this depends decisively on the type ond monner of individuol use in terms of
quolitotive ond quontitotive opplicotion. Thus, the "lifefime" con notonly be determined by
o colendor time, but olso by certqin circumstonces (e.g. the number of uses or opplicotion
intervols). ln this sense, Section 6 of Annex I MDR estoblishes o bosic performonce re-

quirement thot the chorocteristics ond performonce of o medicol device must not be de-
groded under normol conditions of use to such on extent thot the heolth or sofety of the
potient or user could be compromised "during lhe lifetime". This performonce requirement
tokes into occount thot improper or neglected mointenonce is not considered to be such o
hozord. ln this respect, this ospect tokes into occount Ihe " normol condition of use" ond
the "proper complionce wilh the monufocfurer's inslructions for moinfenonce" when con-
sidering the expected lifetime.

This ossessment is olso reflected in the hormonised stondord DIN EN 6060,|-l with regord
to medicol electricol equipment. Even if this stondord is only indicotive in occordonce with
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Article B (l) MDR ond only o portiol oreo of medicol devices is qffected by the stondord,
the definitions ond regulotions on lifetime mentioned there con be used for further under-

stonding. As o definition of the expected lifetime, section 3.28 does not define o fixed
dote, but o period during which the medicol device con be expected to remoin sofe for
ond during use. Thus, the monufocturer hos to check ond determine within the scope of his

evoluotion from whot point onwords such fundomentol sofety con no longer be expected.
However, even in DIN EN 6060,|-1, complionce with the specificolly specified conditions
of use is olwoys qssumed for the evoluotion of the lifetime ond only the reosonobly fore-
seeoble misuse is cited os on odditionol ospecl in the context of the risk ossessment. The

stondord specificotion therefore sees the lifetime os o period to be evoluoted by the monu-

focturer rother thon o definitive opplicotion limit for the operotor.

The further requirements of the MDR, which ore onchored in connection with the life cycle
or the lifetime, olso show thot this is porticulorly obout the monufocfurer's obligotion to ob
serve this intervol. According to Article 83 (2) MDR, the clinicol doto ofter plocing on the

morket must be collected over "the enlire lifefime" ond the sofety report occording to Arti-
cle 86 MDR must be kept or regulorly updoted "throughouf the entire lifetime". The new
post-morketing surveillonce introduced in the MDR for clinicol evoluotion olso lists the ex-

pected lifetime period for this surveillonce in Annex XlV, Pqrt B, Section 5.

Similorly, fhe risk monogement system (Annex l, Chopter l, Section 3) or the quolity mon-

ogement system (Annex lX, Chopter l, Section I ) os well os the updoting of the clinicol
evoluotion occording to Article 6l (l l)MDR must be mointoined "throughout the life cy-

cle".

ln principle, the lifetime or life cycle of o medicol device ond the monufocturer's obligotion
to use this os o bosis for o certoin degree of morket surveillonce ore not new. ln foct, An-
nex l, Section 4 of the Directive 93/42/EEC - MDD olreody ties the principle thot the

chqrocteristics ond performonce of o medicol device must not chonge so negotively during
the life of the device thot hozords could orise. Whqt is new, however, is thot the monufoc-
turer is explicitly obliged in the vorious ploces mentioned obove to extend his entire mor-

ket surveillonce (ond not only the vigilonce system with regord to incidents) to the ex-

pected lifetime of his device.

ln this respect, it is indeed necessory for medicol device monufocturers to evoluote on ex-

pected lifetime for their medicol devices within the fromework of the technicol documento-
tion in order to be oble to determine for themselves over which period of time or over
which intervols their mqrket surveillonce obligotions for the respective individuol device
ore to be observed ond complied with.

2021-O2-19
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Confrory, neither the MDD nor the MDR link the concept of lifetime or life cycle to o cleor
requirement for the user qnd operotor thot use beyond the lifetime determined by the mon-
ufocturer is fundqmentolly impermissible.

ln this respect, it is up to eoch notionol legislotor to regulote this motter itself, os the Ger-
mon legislotor in porticulor hqs done in the MPG ond in odditionql detoil in the
MPBetreibV. The provisions of the MPG will be tronsferred olmost seomlessly into the
MPDG, which will complefely reploce the MPG on 26th Moy 2021 (with regord to oll
medicol devices, with the exception of in-vitro diognostics).

ln the MPG ond the MPDG, there ore three principles for the use ond operotion of medicol
devices thot ore relevont in the present cose. Firstly, there is the generol principle in $ 

'14

MPG or $ I I MPDG, occording to which medicol devices moy not be operoted ond used
if they hove defects thot could endonger potients, employees or third porties. Furthermore,

$ 14 MPG/ g I I MPDG stipulotes thot the use ond operotion of medicol devices is only
permitted in occordonce with the requirements of the MPBetreibV. ln oddition, there is o
further generol bon in g 4 (1) MPG/ $ l2 MPDG.

I Bon of S 4 (ll MPG/ S l2 MPDG

According to $ 4 (l)MPG, it is prohibited to puto medicol device into operotion, to
operote it or to use it if

,,1. there ore grounds to suspect thot the sofety ond heolth of polienfs, users or
third persons could be compromised, direcily or indirecily, fo o degree which ex-
ceeds toleroble limits occording to medical scientific knowledge when properly
operoted, moinloined ond used in occordonce with lheir intended purpose, or

2. the dote unfil o sofe use is verifiobly possible hos expired."

The regulotions in $ l2 No. I MPDG ore lorgely identicol to those of g 4 (l) No. I
MPG. Only the prohibition in No. 2 is slightly reworded os follows:

,,2. the dofe untilwhich the device con be used sofely has expired".

ln the oreo relevont here, the lifetime specified by the monufocturer, Section 4 (1)

No. 2 MPG/ Section 12 No. 2 MPDG could be the corresponding opprooch,
which could leod to o legol bon of the opplicotion ond use of o medicql device if
the lifetime specified by the monufocturer hos expired.

202102-19
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Neither $ 4 (l)No.2 MPG nor g 12 No.2 MPDG uses the term "period of use,,,

"lifefime" or "life cycle", but obstroctly defines o dqte until which o sofe use is yerifi-
obly possible or the device con be used sofely. ln the originol version of the MPG,
until 14.06.2007, the legol definition of this bon wos odditionolly enclosed with:
" expiry dote" . lhe reoson given lor the deletion of the legol definition " expiry dofe"
wos thot this term hod been interpreted too norrowly by some of the ployers in-
volved. The dote described wos not only to be understood os the monufocturer's in-
dicotion of the dote until which sofe use of the medicol device wos possible, but olso
the dote thot could orise ogoin thereofter for the medicol device if, for exomple, it
wos o reprocessed (resterilised) medicol device ond the reprocessor indicoted o
corresponding dote until which sofe use of the device (e.g. guoronteed sterile), wos
possible. lt hod to be mode cleor thot not only the monufocfurer's informotion hod to
be observed, but olso such informotion from ony reprocessors.

It could thus be ossumed thot by deleting the term "expiry dote", the dote would
hove been extended to the effect thot it should olso be the bosic lifetime of o device
until which the sofe use of the device would be possible. However, this is not only
controdicted by the previously cited Iustificotion, which explicitly stotes thot o new
"expiry dofe" could orise during re-sterilisqtion ond thot this would then hove to be
observed. All other occomponying documents on this topic ore olso bosed on o di[
ferent understonding.

This is olso reflected in the Europeon Guideline document MEDDEV 2.2/S rev. 3.
This document olso refers to the bosic requirement of lobelling by the monufocturer
occording to Annex l, Chopter ll, Section 13.3 e) MDD on the dote by which sofe
use of the device should be possible. This dote, which is described os "use-by-dote",
refers to the time before the device is used for fhe first time. The dote does not refer
to the number or fie period of repeoted opplicotions, which should rother be de-
scribed os the "lifetime" of the device.

These considerotions con olso be seomlessly tronsferred fo the MDR. lnsofqr os the
wording " up lo which the device con be used sofely" wos token up in $ l2 No. 2
MPDG, this wos not intended to creote o different or new regulotion compored to
the previous $ 4 (l) No. 2 MPG, but rother to odopt the wording to the terminology
of the MDR. ln this respect, explicit reference is mode to the lobelling informotion
required in Annex l, Section 23.2'l MDR. Section 23.2'l of Annex I requires o
cleor indicotion in the lobelling of the period within which the device con be sofely
used or implonted, if this is opplicoble.

The MDR olso differentiotes this dote from the expected lifetime. Such o dote hos to
be mentioned by the monufocturer in the instructions for use occording to number
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23.4k\Annex IMDR in connection with o required colibrotion to ensure the proper
ond sofe operotion of the device during the expected lifetime.

Thus, the dote specified in $ 4 (l) No. 2 MPG or g 12 No. 2 MPDG is rhe dore un-

til which o medicol device con be stored ond used for the tirst time without o corre-
sponding deteriorotion of the sofety ond performonce requirements ond does not
circumscribe the lifetime or period of use of o medicol device. Consequently, ex-
ceeding the lifetime stoted by the monufocturer of o medicol device intended for mul-
tiple use or continuous use is not o violotion of g 4 (l) No. 2 MPG/ $ 12 No. 2
MPDG.

Furthermore, the bon of the respective No. I could leod to the foct thot the lifetime
stoted by the monufocturer represents o binding specificotion for the period ofter
which the device moy no longer be operoted or used. ln other words, the device
moy no longer be operoted or used if there is o wellJounded suspicion thot the de-
vice, even if it is properly used, mointoined ond used in occordonce with its intend-
ed purpose, ffioy directly or indirectly endonger the sofety ond heolth of others to on
extent thot no longer oppeors iustifioble occording to the findings of medicol sci-
ence.

The definition of the lifetime of o medicol device is linked to the monufocturer's ex-
pectotion thot ofter fhis time, bosed on normol conditions of use ond proper compli-
once with the monufocturer's instructions for moinfenonce ond the expected overoge
use, it con be ossumed thot the performonce requirements ond the sofety of the de-
vice cqn no longer be guoronteed in principle ond without restriction. ln this respect,
however, this specificotion is not o fixed specificotion, uninfluenced by ony porome-
ters. Rother, it represents on overoge expectotion, determined on the bosis of expe
rience ond technicol tests, of o stotisticolly overoge opplicotion under normol use of
the device.

ln this respect, the specificotion of the lifetime of o device connot be defined os such
o rigid limit ofter which on opplicotion is excluded per se or guoronteed to be don-
gerous. Conversely, however, exceeding the lifetime evoluoted by the monufocturer
signols ot leost o first indicotion thot there is o possibility thot the sofety of the device
ond thus the sofety of the potients or users could no longer be completely guoron-
teed.

The bon, however, requires " reqsonoble suspicion" ond does not ollow every con-
ceivqble donger to be sufficient. Rother, it must be o level thot is no longer consid-
ered iustifioble qccording to the current findings of medicol science. The iustificotion
for the suspicion must therefore be bosed on specific evidence either from the behov-

2021-o2-19
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iour of the device or from o chonge in the stote of medicol knowledge (e.g. due to
newer or sofer procedures). Merely exceeding the period stoted by the monufocturer
os the overoge life expectoncy cqn therefore not generote such o concretely iustifio-
ble suspicion in generol.

Controriwise, however, exceeding this period indicotes on increosed device moni-
toring obligotion on the port of the operotor olone to check the performonce ond
sofety of the device even more regulorly. This device monitoring obligotion must toke
into occount the risk-benefit ossessment reflected in $ 4 (l ) No. 1 MPG/ $ l2 No. 1

MPDG. ln this context, the ospects thot ore likely to be of porticulor importonce ore
the specific risks thot moy orise in the event of the foilure of the device ond the ef-

fects of clossic consumption ond ogeing effects (weor ond teor, moteriol fotigue,
etc., especiolly in the cose of electronics ond insulotion) in the evenf of the sudden
occurrence of o foilure.

However, if the corresponding risk-benefit onolysis leods to the conclusion thot in the
event of o spontoneous foilure or defect of the medicol device due to ogeing or
weor qnd teor, o risk for potients, users or third porties orises thot goes beyond
medicol knowledge ond is generolly no longer iustifioble, use of the device is pro-
hibited in occordoncewith S 4 (l)No. I MPG or g 12 No. I MPDG, irrespective
of ony lifetime stoted by the monufocturer. Conversely, if this risk onolysis shows no
such risk, of leost the monufocturer's declorotion does not prevent use in such o woy
thof it would be inodmissible.

But even if the foilure would theoreticqlly represent on unocceptoble risk, the opero-
tion of the device could be permissible if it is ensured by correspondingly close-
meshed precoutions ond regulor moteriol tests thot o corresponding fqilure con be
detected in good time before its complete reqlisotion. However, the operotor olone
is responsible for this ond olso beors the corresponding ossessment ond domoge
risk.

Whether possible consumplion ond ogeing effects, especiolly in electricol ports ond
their insulotion, con be defected in time through regulor inspection depends on the
specific device. The foct thot, for exomple, on oge-reloted hidden insulotion domoge
or on insulotion domoge fhot occurs spontoneously of the next movement / tovch
con hordly be detected during the normol inspection of the electricql system with the
meons ovoiloble to the operotor on site must be token into occount by the operotor
or user in the risk-benefit ossessment.

2021-O2-19
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Bon of operotion ond use of medicol devices wirh defects, g 14 MpG/
s rr MPDG

According to g 14 MPG/ $ I I MPDG, medicol devices moy not be operoted or
used if they hove defects thot could endonger persons. This prohibition presupposes
thot o device hos o defect which con then leod to o hozord.

ln this respect, this prohibition differs from the offence mentioned in $ 4 (l) No. I
MPG/ $ 12 No. I MPDG in thot it must olreody be recognisoble thot the device hos
q defect ond the user ond operotor continues fo operote ond use the device despite
this knowledge. ln view of the increosed obligotion to monitor the device ofter the
overoge lifetime indicoted by the monufocturer hos been exceeded, it goes without
soying thot medicol devices with defects thot could endonger persons during further
use must be discorded.

Controriwise, however, no direct ond immediote bon con be derived from this to the
effect thot the lifetime stoted by the monufocturer represents o fixed limit of use of o
medicol device ond thot the continued use thereofter would be on opplicotion or the
operotion of o medicql device which hos defects. Rother, exceeding the overoge
stoted lifetime does not constitute o defect of the device per se.

The Germon MPBeheibV olso does not contoin ony explicit regulotion to the effect
thot the use or operotion of o medicol device must be terminoted or discontinued
immediofely upon expiry of the lifetime specified by the monufocturer.

Consequently, only the generol requirements for the use ond operotion of o medicol
device in the sense of g 4 (1) or (6) MPBerreibv could be opplied here.

According to $ 4 (1) MPBetreibV, medicol devices moy only be operoted ond used
in occordonce with their intended purpose. $ 3 No. l0 MPc/Article 2 No. l2
MDR defines the intended purpose os the use of the device specified by the mqnu-
focturer in occordonce with the informotion provided in the lobelling, fhe instructions
for use or the odvertising or soles mqteriols. ln this respect, the indicotion of the life
time could be interpreted os o portiol ospect of the intended purpose if this dote
were set by the monufocturer os the limit ofter which ony use should be inodmissi-
ble.

The determinotion of the lifetime is o stotisficol estimote bosed on experience ond
test results ond con noturolly not be precisely determined for eoch individuol device.
Rother, the octuol lifetime in o specific individuol cose depends on the type ond in-

t
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tensity of use, the respective type of opplicotion ond, lost buf not leost, on externql
foctors.

ln this respect, o monufocturer's indicotion of the expected lifetime is not o substqn-
tive indicotion of the intended purpose ol his device within the meoning of $ 3 No.
l0 MPG or Article 2 No. l2 MDR. Consequently, exceeding the expected lifetime
stoted by the monufocturer does notconstitute o violotion of $ 4 {1)MPBetreibV by
the operolor or user.

3. Monufqcturer's repoir qnd moinlenqnce services

According lo $ 7 MPBetreibV, the operotor is obliged to corry out mointenonce ond
repoir meosures in occordonce with the stqte of the qrt ond ony specificotions of the
monufocturer. lf components of o medicol device ore reploced, this does not meon
thot the use of the device os o whole would be inodmissible, provided thot the com-
ponent complies with the bosic specificotions of the monufocturer in the confext of
the conformity ossessment, ond is compotible wifh the rest. Especiolly with such o
repoir or replocement of o weor port, the bosic lifetime of o medicol device con be
volidly extended over time until it con no longer provide its functionqlity. This con go
well beyond the time thot the monufocturer hos determined in the context of his con-
formity ossessment on the bosis of overqge volues, test invesfigotions ond other sto-
tisticol findings.

Whether q monufocturer is entitled fo refuse o repoir, mointenonce meosure or olher
work on on old medicol device does not result directly from the legol motter (this
moy of course be reguloted differently in ony purchose or seryice controcts). Neither
the MPG ond the MPBetreibV, nor the future MDR directly outhorise the monufoctur-
er to refuse o repoir or mointenonce meosure. Conversely, there is olso no obligo-
tion in the low for the monufocturer to olwoys ond forever offer or corry out repoirs
or mointenonce meosures.

ln the oreo of stocking necessory spore ports, legol proctice hos ossumed, opplying
the generol principle of good foith pursuont to $ 242 of the Germon Civil Code
(BGB), thot ports to be reploced which, occording to oll experience, do not reoch
the life of the device os o whole ond thus oppeor to be necessory ot leost for use un-
til the expected end of the device's life os o replocement, should in principle olso be
supplied by the monufocturer within this period. lt should be noted, however, thot
the monufocturer is not obliged to stock ond offer such ports for the specified period
if identicol or comporoble ports ore generolly ovoiloble elsewhere on the morket. ln
this context, it is necessory to evoluote which investment is qssocioted with the re-
spective device on the one hond ond, for this reoson, o good foith expectolion on

2021-o2-19
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the port of the user ond operofor for the supply of spore ports oppeors to be iusti-
fied.

The question of whether on offer of repoir or service ofter the expiry of o certoin life
time con olso be re[ecfed hos, os for os con be overseen, not yet been decided in

legol proctice ond literoture. Under he ospects mentioned obove ond the principle
occording lo $ 242 BGB - good foith - one will hove to evoluote the legitimote ex-
pectofions of the buyer on the one hond ond the interests of the seller os monufoc-
turer on fhe other hond. The more expensive the respective device is ond the more
singulor the possibility of repoir, the more likely it is to be ossumed thot the monufqc-
turer is obliged to octuolly corry out the corresponding repoirs.

Thus, in principle, you should be entifled to refuse o service or repoir request qt leost
ofter the expiry of the lifetime of your devices ossumed by you, since it is ossumed
on the bosis of the lifetime determined by you thot the medicol device con no longer
fulfil its intended purpose completely sofely, in the some quolity ond wifh the sqme
performonce.

ln ony cose, the obligotion ond probobly olso the possibility of o repoir does not
opply if, occording to $ 4 (6) MPBetreibV, the functionolity ond sofety of the devices
itself could no longer be guoronteed vio such o repoir meosure.

lll. Liobility rules

ln the obsence of speciol liobility low provisions, the question of liobility in connection
with medicol devices is governed by the generol liobility rules, the Germon Product Liobil-
ity Act (ProdHoftG) ond the generol low of torts pursuont to gg 823 et seq. BGB.

The lifetime of the devices is between l0 ond 20 yeors, so thot in ony cose ofter the expi-
ry of this period, o product liobility cloim ogoinst fhe monufocturer is excluded on the bo-
sis of the obsolute exclusion period of l0 yeors ofter plocing on the morket stipuloted in
$ l3 (l) ProdHoftG.

Likewise, the stotutory monufocfurer's liobility pursuont to $ I (2) No. 2 ProdHoftG is gen-
erolly excluded if the domqge is cleorly cousolly ossocioted with o foilure of the product
ond this is bosed on excessive use, i.e. on weor ond teor, moteriol fotigue or similor oge-
ing ospects. Such defects of the product ore not olreody inherent in the product ot the time
it wos ploced on the morket by the monufocturer. This would be different if the monner of
use specified by the monufocturer himself ond the generolly expected period of use meont
thot the stobility of the device could be expected for o defined period of time, even be-
yond the specified lifetime.
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By providing o plousible stotement of the expected lifetime of o product bosed on obiec-
tive porometers, the monufocturer creotes o releose from liqbiliV, os he defines how he
ossesses the moteriol stobility ond product sofety with regord to the expected lifetime. ln
this woy, he expresses whot sofety the consumer con expect from the product over whot
period of time. Only if the expected requirement for the sofety of o product is violoted con
o product liobility cloim be ossumed.

Therefore, os the expected sofety ond performonce in terms of time is insofor recognisoble
to the user ond operotor by the monufocturer through o cleor indicotion of the expected
lifetime of the device, the user ond operotor generolly ossumes ony liobility for domoge
occurring ofter expiry ond coused on the bosis of oge olone, without fhis giving rise to o
product liobility cloim ogoinst fhe mqnufqcturer.

lV. Summory

ln summory, it con be stoted thot the monufqcturerrs stotement of the expected lifetime of o
medicol device does not represenf o legolly binding time limit on the possibility of using
ond operoting o medicol device. However, the generol duty of core of the user ond opero-
tor triggers on increosed obligotion for the user ond operotor to observe the device with
regord to its functionolity ond proper condition if the expected lifetime specified by the
monufocturer is exceeded. ln oddition, it must be determined by the user or operotor, tok-
ing into occount their risk-benefit ossessment, whether the device still currently meets the
sofety requirements ond connot creote o hozord for the user, potient or third porty thot
would go beyond o level thot con no longer be iustified. Corresponding mointenonce,
tests ond sofety checks moy hove to be corried out more closely by operotors on the bosis
of o risk onolysis ofter the stotisticol lifetime hos been exceeded. ln this context, the device-
specific chorocteristics must olso be token into occount, such os oge-reloted insulotion
domoge, which connot be eosily defected in odvonce qnd con thus leod to o hozord for
the user, potient or third porties. lf the operotor or user hos o wellJounded suspicion thot
the sofety of o person using the device oppeors to be endongered beyond the generolly
occeptoble level, the medicol device moy no longer be operoted ond used.

We hope thot we hove onswered your enquiry sufficiently ond ore olwoys ovoiloble to onswer
ony questions you moy hove.

Yours 
"4."r"|u./tLil,

(D,/ Lücker)

Attörney ot Low
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