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Preface

The document herein was produced by the Global Harmonization Task Force, a voluntary group
of representatives from medical device regulatory agencies and the regulated industry. The
document is intended to provide non-binding guidance for use in the regulation of medical
devices, and has been subject to consultation throughout its devel opment.

There are no restrictions on the reproduction, distribution or use of this document; however,
incorporation of this document, in part or in whole, into any other document, or its trandation
into languages other than English, does not convey or represent an endorsement of any kind by
the Global Harmonization Task Force.
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I ntroduction

The purpose of a linked system incorporating adverse event reporting, and vigilance and post-
market surveillance components is to improve the protection of the health and safety of patients,
users and others by reducing the likelihood of repeated similar adverse events. This occurs
through the dissemination of information that could be used to prevent the repetition of the
adverse events or to aleviate the consequences of such repetition (see SG2 N16, N54).

Following the receipt of an adverse event report submitted by the manufacturer or their
authorized representative, National Competent Authorities (NCA) determine the
necessity/urgency of disseminating this information to member NCAs via the Nationa
Competent Authority Report (NCAR) exchange program. Important guidance on the NCAR
exchange program can be found in the document entitled, “Guidance on how to Handle
Information Concerning Vigilance Reporting Related to Medical Devices’ (SG2 N8). The
criteria for deciding how to disseminate information internationally, as well as the recommended
procedure for this dissemination, are in the document entitled “Competent Authority Reporting
Criteria” (SG2 N20).

1.0 Scope

In the NCAR exchange program founded by GHTF SG2, NCAs exchange two types of
information: Information that may be considered highly sensitive and/or confidential; and
selected public (non-confidential) information. Two levels of participation in the NCAR
exchange are available: Full Participant and Associate Participant.

This documents sets out the prerequisites and commitments required from an organisation before
they can participate in the NCAR exchange program founded by GHTF SG2.

2.0 References

The latest revisions of

GHTF SG2 N8
GHTF SG2 N9
GHTF SG2 N20
GHTF SG2 N54
1SO 14971

3.0 Definitions

Associate Participant: An organisation that participates in the NCAR program that receives
only public information (see definition of public information) from other NCAR participants.
Assaociate participants may contribute NCARsthat contain either public or confidential
information, but are not compelled to do so. An associate participant may not necessarily be a
National Competent Authority.
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Confidential Information: Information that due to its nature may be unfairly prejudicial to one
or more persons and that, for this reason, has been marked by the information provider as being
confidential or not for general release.

Full Participant: An organisation that participates in the NCAR program that receives both
public and confidential information from other NCAR participarts. Full participation is open
only to National Competent Authorities.

Public Information: For the purposes of this document, information that is regarded to be non-
confidential. This information may not necessarily be widely or easily available. For example,
information contained in recall notifications, safety aerts, hazard aerts, product notifications and
other product advisoriesis considered to be public information

4.0 General Principles

Participants in the NCAR program will be receiving information regarding hazards associated
with the use of medical devices. It is important that recipients of NCAR reports and other
adverse event information are familiar with the concept of risk management, which considers
more than hazard aone to determine whether remedial action is necessary. For this reason, an
understanding of risk management principles (such as described in 1SO 14971) is important for
full participants and highly desirable for associate participants.

Because of the highly confidential and/or sersitive nature of some of the information being
transferred, NCAs wishing to participate fully in the NCAR exchange program, including
founding members, must meet severa prerequisites and make severa commitments to the other
participants.

Prospective full participants to the NCAR exchange program must make an application to the
GHTF Steering Committee. In the application process, the prospective full participants must
demonstrate to the GHTF that they fulfil the prerequisites and make the necessary commitments
before they join the exchange program. Only National Government Organisations responsible for
medical device regulation (NCAS) are dligible to apply to join the NCAR exchange program as
full participants.

The prerequisites and commitments required of Organizations that wish only to share public
information with other NCAR program participants are much less stringent. Membership on this
basis is open not only to NCAs, but aso to any public, not-for-profit organisation that can
demongtrate that, using the NCAR information, the organisation can make a significant
contribution to the protection of public health. Such organisations must till provide a single
contact point, become acquainted with document exchange procedures (GHTF SG2 N9 and
NZ20).

NCAR exchange participants may need to manage collectively the administrative burden of the
program by for example cost recovery or raation of the administrative tasks involved
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4.1 TheApplication Process

The application process is shown in Figure 1 and described fully in this Section. After an
application to the Steering Committee of the GHTF is made, the applicant must identify and
make contact with an organisation that will help them with the training aspects of their
application. On application, a list of suitable trainers will be provided to the applicant. GHTF
SG2 will develop the list of suitable trainers and amend it periodically. Trainers must be NCAs
aready participating in the exchange program, preferably from the same geographical region as
the applicant.

The applicant must then seek the agreement of their chosen NCA to provide the training. The
agreement between the trainer and the applicant may include a provision for the recovery of
costs associated with the provision of training, materials, accommodation, travel or any other
reasonabl e costs associated with training the applicant.

Applicantreceives
training. Trainer Aoolicant's
Application to I dentify _ Referenceto Deggr ot
Sel > Trainer »{ (Trainer may levy > SG2 > o
charges to recover
costs) \_/—-——
NCAR SO SG2 Chair
Program <« Approval < Recommendation
Member tosC

Figure 1: Application process to join the NCAR exchange program

The trainer will provide guidance on and support the implementation of GHTF documents, but
especially the NCAR process documents and other GHTF SG2 documents. The amount and level
of training depends on the level of participation (full or associate) the applicant seeks. When
satisfied that the applicant fulfils the necessary prerequisites, the trainer will provide a reference
to the GHTF SG2 Chair on behaf of the applicant. In addition, the applicant must make a
declaration that they have read and understood the documents and procedures of the NCAR
exchange program (GHTF N8, N9 and N20) and that they agree to abide by those documents and
procedures.
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5.0 Prerequisitesand Commitments

5.1 Associate Participants

Pre-requisites

Training: For organizations wishing to participate as Associates and exchange only public
information, the training may be limited to document exchange procedures (GHTF SG2 N20
and GHTF SG2 N9). Trainers may need torecover the costs associated with the provision of
training and advice.

Commitments

Release of Forms & Single Contact Point: Associate Participants in the exchange program
agree that NCARs will be submitted only viathe form entitled “Global Medical Devices
NCAR Report” (GHTF SG2 N9). In order to avoid confusion and duplicate reporting, Full or
Associate Participants must provide a single contact name and e-mail address where NCARs
will be sent and must provide updates to maintain accuracy. Participants must ensure that
everyone who sends or receives NCARs is trained to do so and is aware of the commitments
made to the other NCAR exchange program members.

5.2 Full Participants

1

2

Pre-requisites

Existence of a National Adverse Event Reporting Program: NCARs are derived from
information received by the NCA, either from mandatory manufacturer or medical device
user reports of adverse events, identified during postmarket surveillance activities such as
testing and audits, or from voluntary reports submitted by medical device users or the public.
NCA’swould not be able to fully participate in the NCAR exchange program unless they
receive reports from within their own jurisdiction. Thus, participation in the NCAR exchange
program requires that an active national reporting program be in place.

Training: Full participants in the NCAR exchange program will be receiving sensitive and/or
highly technical information which must be interpreted correctly within the context of other
GHTF SG2 guidance and other principles. The NCAs wishing to participate fully in the
NCAR program must undertake training that will familiarise them with all GHTF SG2
documents and principles as well as risk assessment or health hazard analysis principles (eg
SO 14971), especialy-

Competent Authority Reporting Criteria (GHTF SG2 N20)

Global Medical Devices Competent Authority Report (GHTF SG2 N9)

Guidance on How to Handle Information Concerning Vigilance Reporting Related to
Medical Devices (GHTF SG2 N8)

Adverse Event Reporting Guidance for the Medical Device Manufacturer or its
Authorized Representative (GHTF SG2 N21) and any related and approved documents
SO 14971: 2000 — Risk Management
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Trainers may need to recover the costs associated with the provision of training and advice.

Commitments

3. Release of forms and confidentiality: When so marked, information exchanged on this form
must be considered strictly confidential and may not be released without the permission of
the issuing NCA, except in cases of urgent public health need (see GHTF SG2 N8 for
guidance). Information exchanged under other circumstances can be handled as suggested in
SG2 N8. Confidentiality is best ensured through using procedures described in documents
N8, N9 and N20.

The integrity of the NCAR exchange program remains a global priority. Prospective and
active members must provide the GHTF with information concerning the status of relevant
legal obligations such as Mutual Recognition Agreements, to which their country is, or is
likely to become, a signatory. Such obligations can impact the NCAR exchange program.

4. Commitment to participate fully: Participants agree to act in accordance with the procedures
of the NCAR exchange program. These procedures are set down in GHTF SG2 documents
N8, N20 and N9. Furthermore, countries participating in the NCAR exchange program agree
to participate fully in all aspects of the exchange program, including the exchange of NCARs
in accordance with GHTF SG2 N8, N9 and N20, the review of reports sent to them by other
member NCAsS, the provision of comments on NCARs, and so on. If necessary, the GHTF
may undertake a review of the membership of NCAs not adhering correctly to the NCAR
exchange program.

5. Release of forms & single contact point: NCASs participating in the exchange program agree
that NCARs will be submitted to member only viathe form entitled “Globa Medical Devices
NCAR Report” (GHTF SG2 N9). In order to avoid confusion and duplicate reporting, Full or
Associate Participants must provide a single contact name and e-mail address where NCARs
will be sent and must provide updates to maintain accuracy. Participants must ensure that
everyone who sends or receives NCARs s trained to do so and is aware of the commitments
made to the other NCAR exchange program members.

6. Must be aNCA: Since full participants are likely to receive highly sensitive or commercial —
in-confidence information from time to time, full participation is open only to National
Government Organizations responsible for medical device regulation (NCAS).
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6.0 Summary of Requirementsfor Participation in the NCAR Exchange

Program

Table 1 describes briefly the prerequisites and commitments that apply to both full-participants
and to associate participants wishing only to receive public information with the NCAR program.
Guidance reference sections are provided in brackets (...).

Participant Level Associate Full

Type of Information Sought by Participant Public Confidential

Prerequisites

Possible Administration Charge Yes (4.0) Yes (4.0

Working Reporting System No - Yes (5.2.1)

Training Yes# (5.1.1) Yes* (5.2.2)

A commitment to:

Confidentiality No - Yes (5.2.3)

Full Participation No - Yes (5.2.4)

Single Contact Point Yes (51.2) Yes (5.2.5)

Must be NCA No - Yes (5.2.6)
# Training regarding GHTF N9 and N20 only. * Full Training
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