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Custom— m®\

medical devices

“ Patient—matw

medical devices

[IMDRF/PMD WG/N49 Final:2018] 4.1 \\(
a generic term to describe any of the

types of medical devices that are Personahzed
intended fc?r a particular individual, \{Vhlch medical device
could be either a custom—made, patient—
matched, or adaptable medical device.
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B EE R b E e gs D X Rl -Custom—made medical devices—

[IMDRF/PMD WG/N49 Final:2018] Appendix
Artificial cervical disc replacement, requested by a spinal surgeon, for
— reconstruction of the cervical disc following cervical discectomy to treat
Custom—made : : : Y : :
" medical devices cervical radiculopathy in a 7 2~ male patient. In this example, the osseous
- >¥/ dimensions of this patient's cervical spine exceed those which an available
en— artificial cervical disc would accommodate; therefore the individual’ s specific

\\ " Patient- . ; :
ﬂ grsgnalizodu § r:eIdeiZal needs cannot be met by an alternative device available on the market.

\\_% AN ] o A3 _Which oi/Ac _1Inaar Their recsnonsininry, |
[ [IMDRF/PMD WG/N49 Final:2018] Appendix
( Adaptable medi An acetabular cup implant requested by an orthopaedist who, in addition to

DICOM-compliant scan images, sends to a 3D printing implant manufacturer
specific requirements for acetabulum reconstruction by bridging the areas of
acetabular bone loss. These include the thickness and trajectory of the cup

mounting flange, and the number, type and positions of fixation screws.
N\

I F*aAalMAr- /\AAMN \AIA /A1LAN 1 AN4NT A

IMDRF®D EZE([ZH LY TCustom—made medlcal deviceld. RENKEEFIZEHET-
=SS . Patient—-matched medical deviceadaptable & [XELZARIED (T, nnot

2| be met by an alternative device available on the market.




devices—

// Custom—mh

ﬂersonalized h( Patient—-matched
: - | R medical devices

( Adaptable medical
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R A EBE EEHEES D X Bl -Patient—-matched medical

[IMDRF/PMD WG/N49 Final:2018] Appendix
Acetabular guide designed to assist a surgeon with pre—operatively i
planned placement of the acetabular cup component of a total hip
replacement. The guide is based upon CT images of a patient’ s
specific anatomy and pre—operatively planned placement of the
acetabular cup. The device manufacturing processes, as well as the
pre—operative planning process upon which the design of the patient—
matched guide is based, are validated within a certain range of

anatomical parameters

[IMDRF/PMD WG/N49 Final: 2018] Appendix

Mandibular implants produced by a 3D printing manufacturer, from a
template model and DICOM files. In this example, the manufacturer
provides software to the healthcare professional for the development
of the 3D print file of the implant (based on the DICOM file from

patient CT scans).
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| sent to a manufacturer.
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B HE Bt EE#ERS D X Bl -Adaptable medical devices—

[IMDRF/PMD WG/N49 Final:2018] Appendix

Thoracolumbar pedicle screw system, which consists of multiple
mass—produced components from a single manufacturer, that allows
— the surgeon to build an implant system, at the point of care, to fit the

/ Cus.tom—mh patient’ s anatomical and physiological requirements in accordance
\“*-w with validated instructions provided by the manufacturer.
i - | in_ a7 —ric_ manufacturer’ e validated inctriictione +a

/personanzed _ Patient- matm. [IMDRF/PMD WG/N49 Final:2018] Appendix

medical devices . : : :
\ ‘W Mass—produced polymer surgical implants for cranial reconstruction

that are supplied sterile and are intended to be thermoformed during
the surgical procedure. The manufacturer’ s validated instructions
provide details for heating and shaping the implant to suit a patient’ s
particular anatomy.

IMDRF) E & I|Z#8 LV TAdaptable medical deviceld. BaRIREICBLNTEEFICEDLET
SR %HH_L’C mﬁ/xli%z-n?é =R

LR AR LI 0 BT AR A AR 16

( Adaptable medical device

Mandlbular advancement orthosis for the treatment of sleep apnea, which is adapted to the dentition through
thermoforming, and is adjusted by the patient in accordance with the manufacturer’ s validated instructions.
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IMDRF/PMD WG/N58FINAL:2020 [IMDRF/PMD WG/N58FINAL:2020] 1.0
IMDRF PMD WG(Z%. EZ ARt ERE ---Technologies such as additive and subtractive manufacturing (see
125 R %1l D Best practiceZ 2 IH Appendix 1), especially when combined with digital patient data, have

made “custom—made” devices, including implantable devices for
particular patients, within reach on a much greater scale. Advancing
s S technology has also enabled a shift to point—of—care manufacturing

| (see Appendix 2). Regulations were not necessarily designed to
address this form of manufacturing and, consequently, some
durisdictions are noticing questionable use of custom made device
exemption pathways for higher risk classification medical devices.
Growing numbers of patients are receiving these medical devices, to
meet their particular needs, without there being adequate regulatory
ight in place." " -
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Decision Tree [IMDRF/PMD WG/N58FINAL:2020] 5.0

Custom—made Medical Devices()

Regulatory Pathway
[IMDRF/PMD WG/N58FINAL2020] 6.0

Patient—matched Medical Devices®)

Regulatory Pathway
[IMDRF/PMD WG/N58FINAL2020] 7.0

Adaptable Medical Devices@) Regulatory Pathway
[IMDRF/PMD WG/N58FINAL2020] 8.0
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DMDBRF/PMD WGEMSEFINAL- 2020

5.0 Decision Tree

Is the device intended to suit an
individnal's specific anatomo-

tion?

physiologic festares or pathological
condi

Mot & personalized medical

device. This docmment is
not applicsble. Seek advice
from your jurisdiction

o

‘,'x'es

Is the device designed, prior fo mamufachure, for a

L Iz the device mass
pariculer individuz? o= Droduced? M9
T T
Yes Ves
+ +
o — Iz the device mamifactured as a result of 3 wrimen Dioss the device nesd be
B request of an authonized healthcare professional? o adapeed. adjusted,
T assembled or shaped at
Yas the point of care to suit an
¥ individus] patdent’s
Does the wrirten request include specific desizn specific anatomo-
i — -
1 characteristics (Refer to document N49 definition 4917 physiologic feanres?
T
T e
Yes %
]s:he_dmi:e msended for a case were an individual's | Adaptable Device
Mo specific needs cannot be met, or canmat be met at the Resulatory Pathway
appropriste level of performsnce. by an alternative - . :
device availsble on the market?
k3
Is the desigm of the device, within the confext of |
o clinical practice, the responsibility of the healthcare | Yes _’| Custom-Made Device
- professional even though the desizn may have been y |  Regulatery Pathway
developed in consultstion with & mamfscmmes?
Iz the desizn of the device the responsibility of 2
mamufaciurer even though the desisn may have | Pefer to doc N49
) been developed in consultation with an swherized Dﬁﬁm.‘r’:r:::ﬂw !
healtheare professional? Parsonalized Medical
Ve

parameters of 8 specified desizn emelope (Refer

Iz the device design within the validated

to documat N49 dgfmition 41007

l

Is the device prodnced nsing
validated Teproducible producion processes?

Ve

ﬂ

sdaptable, oustom-made

and patent-marched
denvices. Seek sdvice from
wour umisdiction

Pafient-Matched
Eegulatory Pathway
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