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Preface

The document herein was produced by the Global Haization Task Force, a
voluntary group of representatives from medicalicevegulatory authorities and the
regulated industry. The document is intended twigie non-binding guidance for use in the
regulation of medical devices, and has been sutgeminsultation throughout its
development.

There are no restrictions on the reproductionribistion, translation or use of this
document. However, incorporation of this documanpart or in whole, into any other
document does not convey or represent an endorsernany kind by the Global
Harmonization Task Force.
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1.0 Introduction

The objective of the Global Harmonization Task [Eof@GHTF) is to encourage
convergence at the global level in the evolutionegjulatory systems for medical devices in
order to facilitate trade whilst preserving thehtigf participating members to address the
protection of public health by regulatory meanssidered the most suitable.

The primary way in which the GHTF achieves its gaalthrough the production of a
series of guidance documents that together desargb@bal regulatory model for medical
devices. The purpose of such guidance is to hameadhe documentation and procedures
that are used to assess whether a medical dewickésamanufacturer conform to the
regulations that apply in each jurisdiction. Elmaiing differences between jurisdictions
decreases the cost of gaining regulatory complianceallows patients earlier access to new
technologies and treatments.

This document has been developed to encourageuppors global convergence of
regulatory systems. It offers:

. recommendations for the preparation and maintenaihieggistration and medical
device listing databases by the Regulatory Authprit

. a harmonized definition of, and recommendationsrigistration of medical
device manufacturers and/or other parties in tipplsichain; and

. a harmonized definition of, and recommendationstfee listing with a
Regulatory Authority of all medical devices plaagdthe market by those
parties.

This document is intended for use by RegulatoryhArities (RAs) and the parties
responsible for providing registration and listinprmation to such authorities, and will
provide benefits in establishing, in a consisteayyan economic and effective approach to
the control of medical devices in the interestwblc health. It seeks to strike a balance
between the responsibilities of RAs to safeguaedhialth of their citizens and their
obligations to avoid placing unnecessary burdems upe industry.

The GHTF supports and encourages regulatory hamatoin but recognises that some
RAs may have to reflect different local needs wbensidering the recommendations in this
guidance document. However, RAs that are devedpgagistration and listing procedures or
amending existing ones are encouraged to congideadoption of the recommendations
described in this document, as this will help tduee the diversity of practices worldwide
and facilitate the process of harmonization.

Where another GHTF guidance document is referewitbeh this text, its title is
italicised for clarity.
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Comments or questions about this document shouttirbeted to the Chair or
Secgetary of the GHTF Study Group 1 whose conteizild may be found on the GHTF web
page.

2.0 Rationale, Purpose and Scope

2.1 Rationale

In many jurisdictions where regulations for medidalices are introduced for the
first time, the initial step in the process is aftee collection by the RA of information
relating to:

. the types of medical devices supplied to the market
. the manufacturers of these devices, and

. other parties responsible for supplying them torttagket in that jurisdiction.

Having established databases that contain suchmiatmon, the information is
updated in response to changes in the medical eebieing placed on the market, changes to
parties in the supply chain and any other changésetinformation provided in the first
instance.

The collection and retention of this informationmanufacturers, authorised
representatives, importers and distributors (hézeaéferred to as ‘registration’) and the
medical devices supplied to the market by thosBgsafhereafter referred to as ‘listing’) are
fundamental elements of regulatory corftrolVhere available resources are limited,
registration and listing may be the only, or prigjaegulatory control that exists within a
jurisdiction.

Many regulators of medical devices have incorparadgistration and listing
requirements into their medical device regulatiomle information held is useful in
facilitating regulatory actions such as compliaaadits and field safety corrective actions. It
may also be used for law enforcement purposesdal® these registration and listing
systems are not harmonized.

When registration and listing information, in whalepart, is publicly accessible, it
allows device purchasers or users of medical deviz@entify products available to them
and determine the identity and location of theinofacturers and/or distributors and/or
importers.

2.2 Purpose

This guideline offers definitions for the termsgrstration’ and ‘listing’. It clarifies the
roles and responsibilities of those entities inedlvn supplying a medical device to the

L www.ghtf.org
2 See GHTF/SG1/N40:200Brinciples of Conformity Assessment for Medical ibey
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market, such as the manufacturer, authorised repi@sve, distributor and imporfemwith
respect to registration and listing. It also pd®d guidance on the data content for
registration and listing.

This document will have as its audience RAs andelparties involved in supplying
medical devices to the market. It should assr&tgictions introducing medical device
regulations for the first time and those revisimgsng registration and listing regulations.
In addition, this guidance is expected to imprdwe d¢larity of other GHTF harmonized
guidance documeritsvith respect to registration and listing.

2.3 Scope

This guidance applies to all products that fathim the GHTF definition of a medical
device that appears within the GHTF documafdrmation Document Concerning the
Definition of the Term “Medical Device'including those used for the in vitro diagnostic
examination of specimens derived from the humarybod

3.0 References’

GHTF/SG1/N029:200formation Document Concerning the Definition loé tTerm
“Medical Device”.

GHFT/SG1/N055:200®e€finition of the Terms “Manufacturer”, “Authorised
Representative”, “Distributor” and “Importer”.

4.0 Definitions

1. Contact details: means a postal address in a format that allowsigdl location to be
established together with a telephone number andikaddress.

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

3. Supply(ing) to the market: the making available, in return for payment @efof charge,
of a device, other than a device intended for céihor performance evaluation, with a
view to distribution and/or use on the market.

4. Registration: the process by which a party submits informatmthe Regulatory
Authority in a jurisdiction, regarding the identifition and establishment location(s) of

3 See GHFT/SG1/N055:20@efinition of the Terms “Manufacturer”, “AuthoriseRepresentative”,
“Distributor” and “Importer”.

* GHTF/SG1/N040:2006 Principles of Conformity Assesafrfor Medical Devices and
GHTF/SG1/N046:2008 Principles of Conformity Assessafrfor In Vitro Diagnostic (IVD) Medical Devices

® The listed documents are subject to periodic mewind may be superseded by later documents. Ederés
encouraged to refer to the GHTF website/w.ghtf.org to confirm whether the referenced documents ramai
current.
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the manufacturer and other parties, responsiblsupplying a medical device(s) to the
market in that jurisdiction.

5.0 Registration
51 General

5.1.1 Registration provides information on the partiest tire or will be, supplying medical
devices to the market that is within the RA’s jdigion.

5.1.2 The RA should identify unambiguously which partees required to provide it with
registration information.

5.1.3 Providing registration information to the RA doex remove from that party (i.e. the
registering party) its obligation to comply fullyitw other regulatory requirements
that apply to it within the jurisdiction.

5.2 Partiessubject toregistration

5.2.1 Medical device manufacturers, authorised repretieesa importers and distributors
may be subject to registration requirements.

Note: The benefit of registering distributors may dependoth the RA’s existing
knowledge of the supply chain and the kind of maldilevice the distributor will
supply to the market When specifying which dizitors, if any, are subject to
registration requirements, the RA should take astdar example, of:

. the purpose of collecting registration information;

. whether registration should be restricted to disitiors supplying high risk
devices;

. whether registration of distributors is necessany avhere the medical
device is imported into the RA'’s jurisdiction;

. whether it is necessary to register those distoitsuinvolved only in the
supply of consumer products to the end user, emedtic retail
pharmacies;

. the likely size, complexity and maintenance oftbgulting database.
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5.2.2 While retaining responsibility, any party requiredregister with the RA may
contract another party to complete the registragpi@tess on its behalf.

5.3 Timing of registration

A registering party should submit all necessargrimfation to the RA before it is
involved in the supply of any medical device to tharket for the first time.

Note: When the registratiadatabase is first established, some of the pastibgct
to registration will already be supplying medicavites to the market. Such parties should
be allowed a reasonable period of time to compti wWie new registration requirements.

5.4 Information to be submitted for registration purposes

For the purposes of registration, and irrespedaifw#evice classification, each
registering party should submit the following infaation to the RA.

1. Anindication of whether the registering party imanufacturer, an authorised
representative, an importer or a distributor of ro@ddevices supplied to the
market of the jurisdiction where the informatiorbeing collected. Some
registering parties will fall into more than onetbése categories.

2. Name and contact details of the place of businedseaegistering party, together
with the name and post held of the person withat gnganisation responsible for
the registration.

3. Where the registering party has contracted angthety to complete the
registration process on its behalf (see 5.2.2)ndme and contact details of the
place of business of that other party, togethen #ie name and post held of the
person providing the required information.

4.  An indication that the information provided is @tha new entry or an update of
previously submitted information. If the secondiation applies, the registration
code previously allocated to the registered paye (Section 5.5 bullet 8) should
be provided.

5. The date when the information is submitted.

5.5 Roleof the Regulatory Authority

The RA is responsible for:

. identifying which of the parties listed in Sectibr2.1 is required to provide
information to it;

. specifying the information it requires from eachistering party (see Section
5.4);
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. specifying the format, mechanism and frequency witich the registration
information is to be provided,;

Note: RAs are encouraged to establish an internet-b&stdm for collection of
registration information.

. designating the language(s) requirements for thengited registration
information;

. providing a mechanism that allows incorporatioritfier a new entry or updated
information, into a searchable database, and argsstich entries are
incorporated within 30 days of the information lgeprovided,;

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

. ensuring the recorded data reflects accuratelynfoemation provided by the
registering party;

. assigning, for internal data management purposasicae registration code to
each registering party;

. acknowledging to the registering party that theinfation has been received and
whether it is acceptable or not;

. specifying whether only itself and the registenpagty has access to the
registration information, or whether some or altled information held may be
accessed by others, e.g. purchasers of medicalegewihile taking care to
safeguard commercially sensitive information.

. on a periodic basis, not more frequent than anpuatuesting each registering
party to confirm that the information provided fegistration purposes continues
to be accurate.

5.6 Roleof the Registering Party

The registering party is required to:
. provide the RA with the registration informatioresfied in Section 5.4;
. attest to its accuracy;

. update the information provided within 30 calendays of the occurrence of any
change, or when requested to do so by the RA,dardo maintain the accuracy
of the registration information;

. respond to the RA’s request to confirm that therimfation provided for
registration purposes continues to be accurate.
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6.0 Medical DeviceListing
6.1 General

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

6.1.2 The RA should identify unambiguously which pariées required to provide it with
listing information.

6.1.3 Providing listing information to the RA does noitave from the party providing
such information (i.e. the listing party) its olaigon to comply fully with all the other
regulatory requirements that apply to it within jhasdiction.

6.2 Partiessubject to listing requirements

6.2.1 Medical device manufacturers, authorised repretigasa importers and distributors
may be subject to listing requirements.

6.2.2 The listing party should be registered with the &&ording to the provisions of
Section 5 of this document.

6.2.3 While retaining responsibility, any party requirtedprovide listing information may
contract another party to complete the listing psscon its behalf.

6.3 Timingof listing

A listing party providing information to an exisgjratabase should submit all
necessary information to the RA when it suppliesdbvice to the market for the first time.

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

6.4 Information to be submitted for listing purposes

For the purposes of listing, the listing party ddqurovide the following:

1. Anindication of whether the listing party is a méacturer, an authorised
representative, an importer, or a distributor ofiroal devices supplied to the
market of the jurisdiction where the informatiorbesing collected, together with
the unique registration code allocated to it wheargistered with the RA.
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2. Name and contact details of the registered pladisihess of the listing party
together with the name and post held of the pensgtinn that organisation
responsible for the provision of listing informatio

3.  Where the listing party is an authorised represe®taan importer or a
distributor of medical devices it should provide tieme and contact details of
the registered place of business of the manufags)ref the medical device(s)
for which it is providing listing information toge¢r with the name and post held
of the person responsible for the provision ofrgtinformation within the
manufacturer’s organisation.

4. Where the listing party has contracted anotherygarcomplete the listing
process on its behalf (see 6.2.3), the name andaottetails of the place of
business of that other party, together with the@and post held of the person
providing the required information.

5. Information sufficient to identify each medical des/ for which listing
information is required.

6. A device code, allocated through an internationadyognised coding systém
for each medical device for which listing infornaatiis required.

7.  Anindication that the information provided is @tha new entry or an update of
previously submitted information. If the seconigtion applies, the listing code
previously allocated to the medical device (sedi&e®.5 bullet 8) should be
provided.

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

8. The date when the listing information is submitted.
6.5 Roleof the Regulatory Authority

The RA is responsible for:

. identifying which of the parties listed in Secti6r2.1 is required to provide
information to it;

. specifying the information it requires from theiligy party (see Section 6.4);

® The Global Medical Device Nomenclature (GMDN) pites the use of generic descriptors for the

identification of medical devices and other healtiecrelated products. The nomenclature systenamaged
by the GMDN Agency. The code is based on thematigonal standard EN ISO 15225.

" RAs may seek to collect information on the contiettils of the facilities where a medical device is
made. This information may be available to thetRbugh a variety of means (e.g. quality management
system documentation and/or the STED). Wherdhismation is collected by the RA by such meahsré
should be no need to duplicate the informationugtothe registration and listing process.
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. specifying the format, mechanism and frequency witirch the listing
information is to be provided,;

Note: RAs are encouraged to establish an internet-b&stdm for collection of
listing information.

. designating the language(s) requirements for #tim¢j information to be
provided,;

. providing a mechanism that allows incorporatioritfier a new entry or updated
information, into a searchable database, and argsstich entries are
incorporated within 30 days of the information lgeprovided,;

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

. ensuring the recorded data reflects accuratelynfoemation provided by the
listing party;

. assigning, for internal data management purposasicae listing code to each
medical device that is listed in the database;

. acknowledging to the listing party that the reqdimformation has been
received and is acceptable;

. specifying whether only itself and the listing yamay have access to the listing
information and whether some or all of the inforimiatheld may be accessed by
others, e.g. purchasers of medical devices, wakimg care to safeguard
commercially sensitive information;

. on a periodic basis, not more frequent than anpuatuesting each listing party
to confirm that the information provided for lisippurposes continues to be
accurate.

6.6 Roleof thelisting party

The listing party is required to:
. provide the RA with the listing information speeifi in Section 6.4;
. attest to its accuracy;,

. update the information provided within 30 calendays of becoming aware of
the occurrence of any change, or when requestdd $o by the RA, in order to
maintain the accuracy of the listing database;

. respond to the RA’s request to confirm that therimfation provided for device
listing purposes continues to be accurate.
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