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Guidance Document GD: 1 Medical Device Listing

Dept. of Medical Device Control

1. Purpose:

This document is intended for use by Regulatory Authorities (RAs) and the parties
responsible for providing listing information to such authorities, and will provide
benefits in establishing, in a consistent way, an economic and effective approach to
the control of medical devices in the interest of public health. It seeks to strike a
balance between the responsibilities of RAs to safeguard the health of their citizens
and their obligations to avoid placing unnecessary burdens upon the industry.

2. Reference:

The guideline is abstracted and summarised by use of GHTF guidance document
(GHTF/SG1/N065:2010).

(Global Harmonisation Task Force currently known as IMDRF (International
Medical Device Regulators Forum))

3. Definitions

1. Contact details: means a postal address in a format that allows physical location
to be established together with a telephone number and e-mail address.

2. Listing: the process whereby a party submits information to the Regulatory
Authority in a jurisdiction, regarding the identification of a medical device(s) that
is or will be supplied to the market in that jurisdiction.

4. Abbreviations:




RA :regulatory authority

5. Medical Device Listing

5.1 General

Listing provides information on medical devices that are or will be, supplied to the
market that is within the RA’s jurisdiction.

The RA should identify unambiguously which parties are required to provide it with
listing information.

Providing listing information to the RA does not remove from the party providing
such information (i.e. the listing party) its obligation to comply fully with all the
other regulatory requirements that apply to it within the jurisdiction.

5.2 Parties subject to listing requirements
Medical device manufacturers, authorised representatives, importers and distributors

may be subject to listing requirements.

While retaining responsibility, any party required to provide listing information may
contract another party to complete the listing process on its behalf.

5.3 Timing of listing

A listing party providing information to an existing database should submit all
necessary information to the RA when it supplies the device to the market for the first
time.

Note: When the medical device listing database is first established, some of the
devices subject to listing requirements will already be on the market. In this situation,
the party providing listing information should be allowed a reasonable period of time
to comply with the new listing requirements.

5.4 Information to be submitted for listing purposes

For the purposes of listing, the listing party should provide the following:

1. Anindication of whether the listing party is a manufacturer, an authorised
representative, an importer, or a distributor of medical devices supplied to the
market of the jurisdiction where the information is being collected



2. specifying the format, mechanism and frequency with which the listing
information is to be provided,;

3. designating the language(s) requirements for the submitted listing information;

4. providing a mechanism that allows incorporation of either a new entry or updated
information, into a searchable database, and ensuring such entries are incorporated
within 30 days of the information being provided,;

5. the development, maintenance and security of the database containing the
entrusted data,;

6. ensuring the recorded data reflects accurately the information provided by the
registering party;

7. assigning, for internal data management purposes

8. specifying whether only itself and the listing party has access to the listing
information, or whether some or all of the information held may be accessed by
others, e.g. purchasers of medical devices, while taking care to safeguard
commercially sensitive information.

9. On a periodic basis, not more frequent than annually, requesting each listing party
to confirm that the information provided for listing purposes continues to be
accurate.

5.5 Role of the listing party

The listing party is required to:
1. provide the RA with the listing information specified
2. attest to its accuracy;

3. update the information provided within 30 calendar days of becoming aware of the
occurrence of any change, or when requested to do so by the RA, in order to maintain
the accuracy of the listing database;

4. Respond to the RA’s request to confirm that the information provided for device
listing purposes continues to be accurate.



5. Name and contact details of the registered place of business of the listing party
together with the name and post held of the person within that organisation
responsible for the provision of listing information.

6. Where the listing party is an authorised representative, an importer or a distributor of
medical devices it should provide the name and contact details of the registered place
of business of the manufacturer(s) of the medical device(s) for which it is providing
listing information together with the name and post held of the person responsible for
the provision of listing information within the manufacturer’s organisation.

7. Where the listing party has contracted another party to complete the listing process
on its behalf the name and contact details of the place of business of that other party,
together with the name and post held of the person providing the required
information.

8. Information sufficient to identify each medical device for which listing information is
required.

9. A device code, allocated through an internationally recognised coding system! , for
each medical device for which listing information is required.

10.An indication that the information provided is either a new entry or an update of
previously submitted information. If the second situation applies, the listing code
previously allocated to the medical device should be provided.

I. Note: the RA may retain an archive of medical devices that are no
longer being supplied to the market.

11.The date when the listing information is submitted.
5.6 Role of the Regulatory Authority

The RA is responsible for:

o identifying which of the parties listed is required to provide information to it;
specifying the information it requires from the listing party

1 Coding system such as The Global Medical Device Nomenclature (GMDN) which provides the use of generic
descriptors for the identification of medical devices and other healthcare related products. The nomenclature system
is managed by the GMDN Agency. The code is based on the international standard EN I1SO 15225.


http://www.gmdnagency.com/?id=agency
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1. Purpose:

This document 1s intended for use by Regulatory Authorities (RAs) and the parties
responstible for providing listing information to such authorities, and will provide
benefits in establishing, in a consistent way, an economic and effective approach to
the control of medical devices in the mterest of public health. It seeks to strike 2
balance between the responsibilities of RAs to safeguard the health of their citizens
and their obligations to avoid placing unnecessary burdens upon the industry.

2. Reference:
The guideline 1s abstracted and summanised by use of GHTF gumdance document
(GHTEF/SGL/N065:2010).

(Global Harmomsation Task Force currently known as IMDRF (International
Medical Device Regulators Forum))

3. Definitions

1. Contact details: means a postal address in a format that allows physical location
to be established together with a telephone number and e-mail address [Listing:
the process whereby a party submits information to the Regulatory Authority in a
jurisdiction, regarding the identification of a medical device(s) that iz or will be
supplied to the market in that junisdiction.

4. Abbreviations:



Definition of

listing

Listing: the process whereby a party
submits information to the
Regulatory Authority in a jurisdiction,
regarding the identification of a
medical device(s) that is or will be
supplied to the market in that
jurisdiction.



General

- Listing provides information on medical devices that are or will be,
supplied to the market that is within the RA's jurisdiction.

Medlcal * The RA should identify unambiguously which parties are required
to provide it with listing information.

Device Listing

* Providing listing information to the RA does not remove from the
party providing such information (i.e. the listing party) its
obligation to comply fully with all the other requlatory
requirements that apply to it within the jurisdiction.




* Medical device manufacturers,
authorised representatives, importers
and distributors may be subject to listing
requirements.

*While retaining responsibility, any party
required to provide listing information
may contract another party to complete
the listing process on its behalf.

Parties subject
to listing

requirements




* A listing party providing information to an
existing database should submit all necessary
information to the RA when it supplies the
device to the market for the first time.

Timing of * Note: When the medical device listing
database is first established, some of the
devices subject to listing requirements will
already be on the market. In this situation, the
party providing listing information should be
allowed a reasonable period of time to comply
with the new listing requirements.

listing




Information to
be submitted

for listing
purposes

* An indication of whether the listing party is a

manufacturer, an authorised representative, an
importer, or a distributor of medical devices
supplied to the market of the jurisdiction where

the information is being collected. (Type of
Establishment)



Information
to be
submitted for

listing
purposes

* ensuring the recorded data reflects accurately the

information provided by the registering party;

- assigning, for internal data management purposes

* On a periodic basis, not more frequent than annually,

requesting each listing party to confirm that the
information provided for listing purposes continues to
be accurate.



- provide the RA with the listing
information specified

- attest to its accuracy;

Role of the

e - update the information provided when
listing party requested to do so by the RA, in order to
maintain the accuracy of the listing
database;




Role of the

listing party

- Respond to the RA's request to confirm that the information

provided for device listing purposes continues to be accurate.

- Name and contact details of the registered place of business of

the listing party together with the name and post held of the
person within that organisation responsible for the provision of
listing information.

* Where the listing party is an authorised representative, an

importer or a distributor of medical devices it should provide the
name and contact details of the registered place of business of the
manufacturer(s) of the medical device(s) for which it is providing
listing information together with the name and post held of the
person responsible for the provision of listing information within
the manufacturer’s organisation.



Role of the

listing party

* Where the listing party has contracted another party to complete

the listing process on its behalf the name and contact details of
the place of business of that other party, together with the name
and post held of the person providing the required information.

- Information sufficient to identify each medical device for which

listing information is required.

- A device code, allocated through an internationally recognised

coding system, for each medical device for which listing
information is required.

- Anindication that the information provided is either a new entry

or an update of previously submitted information. If the second
situation applies, the listing code previously allocated to the
medical device should be provided.



The date when the listing information is submitted.

* 1 Coding system such as The Global Medical Device Nomenclature

(GMDN) which provides the use of generic descriptors for the
,?_Ol_e Of the identification of medical devices and other healthcare related products.
llst[ng party The nomenclature system is managed by the GMDN Agency. The code

is based on the international standard EN ISO 15225,

* https://www.gmdnagency.org/Services/GMDN



http://www.gmdnagency.com/?id=agency
https://www.gmdnagency.org/Services/GMDN

Role of the

Regulatory *identifying which of the parties listed is

required to provide information to it;
specifying the information it requires
from the listing party

Authority
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331101 Manufacture of instruments and appliances used in medical, surgical, dental,
veterinary practice and opthalmic instruments

331102 Manufacture of instruments based on the use of X-rays or alpha, beta or gama
radiations and sterlizers

331103 Manufacture of mechano-therapy appliances, massage apparatus,
psychologiveal tesing apparatus and artificial respiration or other therapeutic
respiratory apparatus.

331104 Manufacture of orthopeadic appliances including crutches.

331105 Manufacture of surgical belts and trussues, orthopaedic corsets and shoes,
appliances warn, carried or implanted (hearing aids and pace makers).

331106 Manufacture of artificial teeth, artificial timbs and other artificial parts of the body.

331107 Manufacture of medical, surgical, dental or veterinary fumniture such as operating
tables, hospital beds with mechanical fittings, dentists chair with the same movement capability.

331199 Other activities related to manufacture of medical and surgical equipment and
orthopaedic appliances.

332003 Manufacture of opthalmic lenses, including contact lenses, spectacle frames
and frames fitted with lenses wheter or not the lenses are optically worked,
sunglasses, protective glasses and corrective glasses.

513904 Wholesale of pharmaceutical and medical goods, surgical and orthopaedic
instruments and devices.

523103 Retail of medicla goods and orthopaedic apparatus

523107 Maintenance of medical equipment and instruments

33 Manufacture of medical, precision and optical instruments, watches and colcks
331 Manufacture of medical appliances and instruments and appliances for measuring, checking, tesing, navigating ¢
3311 Manufacture of medical and surgical equipment and orthopaedic appliances
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Active implantable devices

Anaesthetic and respiratory devices

Dental devices

Electro mechanical medical devices
Hospital hardware

In vitro diagnostic devices

Non-active implantable devices

Ophthalmic and optical devices

Reusable devices

Single-use devices

Assistive products for persons with disability
Diagnostic and therapeutic radiation devices
Complementary therapy devices
Biologically-derived devices

Healthcare facility products and adaptations
Laboratory equipment
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adCCess horized-Medical.aspx



https://www.sfda.gov.sa/ar/medicaldevices/Authorized/Pages/Authorized-Medical.aspx

References
for further

reading

awall anlbiol auo | ausoz) 67 £loix>VU "auudal] uLxu.oJI/uh.u a,.m
ttp://apps.who.int[gb/ebwha/pdf files/lWHA67/A67 R20-ar.pdf?ua= 1d.mJL9JI

ol ankuio d9bsy 9> auda]l Wlxiiollg 6 sl Ly
http://applications. em%nwho int/dsaf EMROPUB 2016 ERI 962. pdf’ua 1d.me.9Jl

S VI Ludl Jg> anbll Oliinllg 8 U i buio awly) a0 Jawuidl OLs
) S Il o 9> ool ? )ﬁWPhttp [ www. ahwp m%ﬁﬁgsldefaultlﬂlesla hwp-
files/4 _Technical Committee/AHWP%20Playbook%2ofor%2olmplementation%200f%20MD%20Req%20Framework.pdf

a;.p)Uq.J PV - PUYPN | RUWESRE WY | TP | Y [ PEN | W S50
IMDRFhttp://www.imdrf. orq/docs/qhtflfmal/sq:thechnlcaI ocs/ghtf-sq1-n29ri16-2005-definition-medical dewce -050520.pdf

IMDRFhttp://www.imdrf.org/docs/ghtf/final/sga/technical- u.svbJI YBIPEY] 6,95 Sgimmo uiuai Oluwlwi
docs/g tf sgi- n1-; -2006-gquidance-classification-060627.pdf

http://ec.europa.eu/consumers/sectors/medical-ysug, 9Vl Sl M (sabadl 2uioll ol jlp=dl 6 905 Sgiaurd aindi Oluwlwi
dewces/ﬁleslmeddevf; 4 1 rev g classification” en.pdf

IMDRFhttp://www.imdrf. orq/docslqhtflflnallsq1/techn|cal audoll Wlxiiollg 65>V 8:laSy Ao Muwd Guuw lw VI W ldbsoll
docs/ghtf-sq1-n68-2012-safety performance medical-devices-121102.pdf

Lxiiollg 658>V duigolog oMuw Ulowas aoldl Wlolgoll 4oild) 16142 »l asol
= 9 0= Fomes https: //w'va |sos':|!q/standgrd/6maq tm|(°\u,b9.ﬁ

dg 9 clil)l @ aubll 85p>W o9l 6,1 ! plb.v
https://www.fda.gov/MedicalDevices/DeviceRequlationandGui anceledance ocuments/fucmoz70897.htm

wlupl SVl il goxi o yatjsol) aubll 6 VI 039> o,lblfol.b.d S>lw, Vi .JJJJJI

] http:]lwww.ahwp.infolsites/default/filés/ahwp- awls,Ji
files/7 Documents/3 Guidance Documents/igth ahwp/Gwdance%zoon%zoMed|cal%2oDeV|ce%2oQua ity%20Management%
20System_Requirements%2ofor%2oDistributors FINAL%2o0document.pdf

aule,Jl ulp=l s VI g ‘ﬁ" gl A2y boJ a8 ,J]1 wldlio
AHWP)http://www.imdrf.org/docs/ghtf/final/sg2/technical-docs qhtf-sqz n7qr:|.1 medlcal evices-post-market-surveillance-

090217.pdf



http://apps.who.int/gb/ebwha/pdf_files/WHA67/A67_R20-ar.pdf?ua=1
http://applications.emro.who.int/dsaf/EMROPUB_2016_EN_18962.pdf?ua=1
http://www.ahwp.info/sites/default/files/ahwp-files/4_Technical_Committee/AHWP Playbook for Implementation of MD Reg Framework.pdf
http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n29r16-2005-definition-medical-device-050520.pdf
http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n15-2006-guidance-classification-060627.pdf
http://ec.europa.eu/consumers/sectors/medical-devices/files/meddev/2_4_1_rev_9_classification_en.pdf
http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n68-2012-safety-performance-medical-devices-121102.pdf
https://www.iso.org/standard/63939.html
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm070897.htm
http://www.ahwp.info/sites/default/files/ahwp-files/7_Documents/3_Guidance_Documents/19th_ahwp/Guidance on Medical Device Quality Management System_Requirements for Distributors_FINAL document.pdf
http://www.imdrf.org/docs/ghtf/final/sg2/technical-docs/ghtf-sg2-n79r11-medical-devices-post-market-surveillance-090217.pdf

Thank you

Any questions




