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Noting that this Agreement is not intended to displace private sector bilateral and multilateral
arrangements among conformity assessment bodies or to affect regulatory regimes allowing for
manufacturers’ self-assessments and declarations of conformity.

Bearing in mind that the Agreement on Technical Barriers to Trade, an agreement annexed to the
Agreement establishing the World Trade Organization (wTO), imposes obligations on the
Parties as Contracting Parties to the WTO, and encourages such Contracting Parties to enter into
negotiations for the conclusion of agreements for the mutual recognition of results of each
other’s conformity assessment;

Recognizing that any such mutual recognition needs to offer an assurance of conformity with
applicable technical regulations or standards equivalent to the assurance offered by the Party’s
own procedures;

Recognizing the need to conclude an Agreement on N/Mud Recognition (MM) in the field of
conformity assessment with sectoral annexes; and

Bearing in mind the respective commitments of the Parties under bilateral, regional and
multilateral environment, health, safety and consumer protection agreements.

Have agreed as follows:

Article 1

DEFINITIONS

1. The following terms and definitions shall apply to this Agreement only:

Designating Authority means a body with power to designate, monitor, suspend, remove
suspension of, or withdraw confomity assessment bodies as specified under this
Agreement.

Designation means the identification by a Designating Authority of a cotiormity
assessment body to perform conformity assessment procedures under this Agreement.

Regulatory Authority means a government agency or entity that exercises a legal right to
control the use or sale of products within a Party’s jurisdiction and may take enforcement
action to ensure that products marketed within its jurisdiction comply with legal
requirements.

-- 7-. Other terms concerning conformity assessment used in this Agreement shall have the
meaning given elsewhere in this Agreement or in the definitions contained in Guide 2
(1996 edition) of the International Organization for Standardization (1S0) and the



AGREEMENT ON MUTUAL RECOGNITION

BETWEEN THE UNITED STATES OF AMERICA AND

THE EUROPEAN COMMUNITY

The Government of the United States of America and the European Community, hereinafter
referred to as ?VheParties ‘v,

Considering the traditional links of friendship that exist between the United States of America
(U.S.) and the European Community (EC);

Desiring to facilitate bilateral trade between them;

Recognizing that mutual recognition of conformity assessment activities is an important means
of enhancing market access between the Parties;

Recognizing that an agreement providing for mutual recognition of conformity assessment
activities is of particular interest to small and medium-sized businesses in the U.S. and the EC;

Recognizing that any such mutual recognition also requires confidence in the continued
reliability of the other Party’s conformity assessments;

Recognizing the importance of maintaining each Party’s high levels of health, safety,
environmental and consumer protection:

Recognizing that mutual recognition agreements can positively contribute in encouraging greater
international harmonization of standards:
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Article 4
1-

GENEIWL COVERAGE OF THE AGREEMENT

1. This Agreement applies to conformity assessment procedures for products and/or processes and
to other related cooperative activities as described in this Agreement.

2. Sectorai An,nexes may include:

a)

b)

c)

d)

e)

f)

g)

h)

i)

a description of the relevant legislative, regulatory and administrative provisions
pertaining to the conformity assessment procedures and technical regulations;

a statement on the product scope and coverage;

a list of Designating Authorities;

a list of agreed conformity assessment bodies or authorities or a source from
which to obtain a list of such bodies or authorities and a statement of the scope of the
conformity assessment procedures for which each has been agreed;

the procedures and criteria for designating the cotiormity assessment bodies;

a description of the mutual recognition obligations;

a sectoral transition arrangement;

the identity of a sectoral contact point in each Party’s territory; and

a statement regarding the establishment of a Joint Sectoral Committee.

3. This Agreement shall not be construed to entail mutual acceptance of standards or technical
regulations of the Parties and, unless otherwise specified in a Sectoral Annex, shall not entail
the mutual recognition of the equivalence of standards or technical regulations.

Article 5

TRANSITIONAL ARRANGEMENTS

#- The Parties agree to implement the transitional commitments on confidence building
as specified in the Sectoral Annexes.

-+



1.

2.

3.

International Electrotechnical Commission (IEC). In the event of an inconsistency
between ISOflEC Guide 2 and definitions in this Agreement the definitions in this
Agreement shall prevad.

Article 2

PURPOSE OF THE AGREEMENT

This Agreement specifies the conditions by which each Party will acceptor recognize results of
conformity assessment procedures, produced by the other Party’s conformity assessment bodies
or authorities, in assessing conformity to the importing Party’s requirements, as specified on a
sector-specific basis in the Sectoral Annexes, and to provide for other related cooperative
activities. The objective of such mutual recognition is to provide effective market access
throughout the territories of the Parties with regard to conformity assessment for all products
covered under this Agreement. If any obstacles to such access arise, consultations will promptly
be held. In the absence of a satisfactory outcome of such consultations, the Party alleging its
market access has been denied, may, within 90 days of such consultation, invoke its right to
terminate the Agreement in accordance with Article 21.

Artic[e 3

GENEFWL OBLIGATIONS

The United States shall, as specified in the Sectoral Annexes, acceptor recognize results of
specified procedures, used in assessing conformity to specified legislative, regulatory, and
administrative provisions of the United States, produced by the other Party’s conformity
assessment bodies and/or authorities.

The European Community and its Member States shall, as specified in the SectOral Annexes,
accept or recognize results of specified procedures, used in assessing conformity to specified
legislative, regulatory and administrative provisions of the European Community and its
Member States, produced by the other Party’s conformity assessment bodies and/or
authorities.

Where sectoral transition arrangements have been specified in Sectoral Annexes, the above
obligations will apply following the successfid completion of those sector-al transition
arrangements, with the understanding that the conformity assessment procedures utilized
assure conformity to the satisfaction of the receiving Party, with applicable legislative,
regulatory and administrative provisions of that Party, equivalent to the assurance offered by
the receiving Party’s own procedures.

4



technical competence or compliance of a proposed conformity assessment body, or
indicates in writing that it requires an additional 30 days to more fidly veri~ such
evidence, such conformity assessment body shall not be included on the list of
conformity assessment bodies in the applicable Sectoral Annex. In this instance, the
Joint Committee may decide that the body concerned be verified. After the
completion of such verification, the proposal to list the conformity assessment body
in the Sectoral Annex may be resubmitted to the other Party.

Article 8.

SUSPENSION OF LISTED CONFORMIn ASSESSMENT BODIES

The following procedures shall apply with regard to the suspension of a conformity
assessment body listed in a Sectoral Annex:

a)

b)

c)

d)

e)

A Party shall notifi the other Party of its contestation of the technical competence
or compliance of a conformi~ assessment body listed in a Sectoral Annex and the
contesting Party’s intent to suspend such cotiormity assessment body. Such
contestation shall be exercised when justified in an objective and reasoned manner
in writing to the other Party;

The conformity assessment body shall be given prompt notice by the other Party
and an opportunity to present information in order to refbte the contestation or to
correct the deficiencies which form the basis of the contestation;

Any such contestation shall be discussed between the Parties in the relevant Joint
Sectoral Committee. If there is no Joint Sectoral Committee, the contesting Party
shall refer the matter directly to the Joint Committee. If agreement to suspend is
reached by the Joint Sectoral Committee or, if there is no Joint Sectoral Committee.
by the Joint Committee. the conformity assessment body shall be suspended;

Where the Joint Sectorai Committee or Joint Committee decides that verification of
technical competence or compliance is required, it shall normally be carried out in a
timeiy manner by the Party in whose territory the body in question is located, but
may be carried out jointly by the Parties in justified cases;

If the matter has not been resolved by the Joint Sectoral Committee within 10 days
of the notice of contestation, the matter shall be referred to the Joint Committee for
a decision. If there is no Joint Sectoral Committee, the matter shall be referred
directly to the Joint Committee. Jf no decision is reached by the Joint Committee
within 10 days of the referral to it, the conformity assessment body shall be
suspended upon the request of the contesting Party;

7
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1. The Parties agree that each sectoral transitional arrangement shall specifi a time period for
completion.

2. The Parties may amend any transitional arrangement by mutual agreement.

3. Passage fi=omthe transitional phase to the operational phase shall proceed as
specified in each Sectoral Annex, unless either Party documents that the conditions provided in
such Sectortd Annex for a successful transition are not met.

Article 6

DESIGNATING AUTHORITIES

The Parties shall ensure that the Designating Authorities specified in the Sectoral Annexes
have the power and competence in their respective territories to carry out decisions under
this Agreement to designate, monitor, suspend, remove suspension of, or withdraw
conformity assessment bodies.

Article 7

DESIGNATION AND LISTING PROCEDURES

The following procedures shall apply with regard to the designation of conformity
assessment bodies and the inclusion of such bodies in the list of conformity assessment
bodies in a Sectoral Annex:

a)

b)

c)

d)

The Designating Authority identified in a Sectoral Annex shall designate
conformity assessment bodies in accordance with the procedures and criteria set
forth in that Sectoral Annex:

A Party proposing to add a conformity assessment body to the list of such bodies in
a Sectoral Annex shall forward its proposal of one or more designated conformity
assessment bodies in writing to the other Party with a view to a decision by the Joint -
Committee;

Within 60 days following receipt of the proposal, the other Party shall indicate its
position regarding either its confirmation or its opposition. Upon confirmation, the
inclusion in the Sectoral Annex of the proposed conformity assessment body or
bodies shall take effect: and

In the event that the other Party contests on the basis of documented evidence the

6



e) Subsequent to the withdrawal of a conformity assessment body listed in a
Sectoral Annex, a Party shall continue to accept the results of conformity
assessment procedures petiormed by that conformity assessment body prior to
withdrawal, unless a Regulatory Authority of the Party decides othemvise based
on health, safety and environmental considerations or ftilure to satisfi other
requirements within the scope of the applicable Sectoral Annex.

Article 10

MONITORING OF CONFORMITY ASSESSMENT BODIES

The following shall apply with regard to the monitoring of conformity assessment bodies
listed in a Sectoral Annex:

a) Designating Authorities shall assure that their conformity assessment bodies
listed in a Sectoral Annex are capable and remain capable of properly assessing
conformity of products or processes, as applicable, and as covered in the
applicable Sectoral Annex. In this regard, Designating Authorities shall
maintain, or cause to maintain, ongoing surveillance over their conformity
assessment bodies by means of regular auditor assessment;

b) The Parties undertake to compare methods used to veri~ that the conformity
assessment bodies listed in the Sectoral Annexes comply with the relevant
requirements of the Sectoral Annexes. Existing systems for the evaluation of
conformity assessment bodies may be used as part of such comparison
procedures;

c) Designating Authorities shall consult as necessary with their counterparts, to
ensure the maintenance of confidence in conformity assessment procedures.
With the consent of both Parties, this consultation may inchde joint
participation in audits/inspections related to conformity assessment activities or
other assessments of conformity assessment bodies listed in a Sectoral Annex;.
and

d) Designating Authorities shall consult, as necessary, with the reievant
Regulatory Authorities of the other Party to ensure that all technical
requirements are identified and are satisfactorily addressed.

9



f) Upon the suspension of a conformity assessment body listed in a Sectoral Annex, a
Party is no longer obligated to accept or recognize the results of conformity
assessment procedures performed by that cotiorm.ity assessment body subsequent
to suspension. A Party shall continue to accept the results of cotiormity
assessment procedures performed by that conformity assessment body prior to
suspension, unless a Regulatory Authority of the Party decides otherwise based on
health, safety or environmental considerations or failure to satisfi other
requirements within the scope of the applicable Sectoral Annex; and

!3 The suspension shall remain in effect until agreement has been reached by the
Parties upon the fbture status of that body.

Article 9

WITHDRAWAL OF LISTED CONFOMTY ASSESSMENT BODIES

The following procedures shall apply with regard to the withdrawal from a Sectoral Annex of
a conformity assessment body:

a)

b)

c)

d)

.

A Party proposing to withdraw a conformity assessment body listed in a
Sectoral Annex shall forward its proposal in writing to the other Party;

Such conformity assessment body shall be promptly notified by the other Party
and shall be provided a period of at least 30 days from receipt to provide
information in order to refhte or to correct the deficiencies which form the basis
of the proposed withdrawal;

Within 60 days following receipt of the proposal, the other Party shall indicate
its position regarding either its confkmation or its opposition. Upon
confkmation, the withdrawal from the list in the Sectoral Annex of the
conformity assessment body shall take effect;

In the event the other Party opposes the proposal to withdraw by supporting the
technical competence and compliance of the conformity assessment body, the
conformity assessment body shall not at that time be withdrawn from the list of
conformity assessment bodies in the applicable Sectoral Annex. In this
instance, the Joint Sectoral Committee or the Joint Committee may decide to
carry out a joint verification of the body concerned. After the completion of
such verification, the proposal for withdrawal of the conformity assessment
body may be resubmitted to the other Party; and

8
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1.

7-.

3.

4.

5.

Article 14

JOINT COMMITTEE OF THE PARTIES

The Parties hereby establish a Joint Committee consisting of representatives of each
Party. The Joint Committee shall be responsible for the effective functioning of the
Agreement.

The Joint Committee may establish Joint Sectoral Committees comprised of
appropriate Regulatory Authorities and others deemed necessary.

Each Party shall have one vote in the Joint Committee. The Joint Committee shall
make its decisions by unanimous consent. The Joint Committee shall determine its
own rules and procedures.

The Joint Committee may consider any matter relating to the effective fi.mctioning of
this Agreement. In particular it shall be responsible for:

a)

b)

c)

d)

e)

0

g)

listing, suspension, withdrawal and verification of conformity assessment
bodies in accordance with this Agreement;

amending transitional arrangements in Sectoral Annexes;

resolving any questions relating to the application of this Agreement and its
Sectors.1Annexes not otherwise resolved in the respective Joint Sectoral
Committees;

providing a forurn for discussion of issues that may arise concerning the
implementation of this Agreement;
considering ways to enhance the operation of this Agreement;

coordinating the negotiation of additional Sectoral Annexes; and

considering whether to amend this Agreement or its Sectoral Annexes in
accordance with Article 21.

When a Party introduces new or additional conformity assessment procedures affecting
a Sectoral Annex, the Parties shall discuss the matter in the Joint Committee with a
view to bringing such new or additional procedures within the scope of this Agreement
and the relevant Sectoral Annex.

11
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Article 11

CONFORMITY ASSESSMENT BODIES

Each Party recognizes that the conformity assessment bodies listed in the Sectoral Annexes
filfill the conditions of eligibility to assess conformity in relation to its requirements as
specified in the Sectoral Annexes. The Parties shall specifi the scope of the conformity
assessment procedures for which such bodies are listed.

Article 12

EXCHANGE OF INFORMATION

1. The Parties shall exchange information concerning the implementation of the
legislative, regulatory, and administrative provisions identified in the Sectoral
Annexes.

2. Each Party shall noti@ the other Party of legislative, regulatory and administrative
changes related to the subject matter of this Agreement at least 60 days before their
entry into force. Where considerations of safety, health or environmental protection
require more urgent action, a Party shall noti~ the other Party as soon as practicable.

3. Each Party shall promptly noti& the other Party of any changes to its Designating
Authorities and/or conformity assessment bodies.

4. The Parties shall exchange information concerning the procedures used to ensure that
the listed conformity assessment bodies under their responsibility comply with the
legislative, regulatory, and administrative provisions outlined in the Sectoral Annexes.

5. Regulatory Authorities identified in the Sectoral Annexes shall consult as necessary
with their counterparts, to ensure the maintenance of confidence in conformity
assessment procedures and to ensure that all technical requirements are identified and
are satisfactorily addressed.

Article 13

SECTORAL CONTACT POINTS

Each Party shall appoint and contlrm in writing contact points to be responsible for activities
under each Sectoral Annex.

@-
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Article 17
CONFIDENTIALITY

1.
.

2.

3.

4.

Each Party agrees to maintain, to the extent required under its laws, the confidentiality of
information exchanged under this Agreement.

In particular, neither Party shall disclose to the public, nor permit a conformity assessment
body to disclose to the public, information exchanged under this Agreement that constitutes
trade secrets, cotildential commercial or financial information, or information that relates
to an ongoing investigation.

A Party or a conformity assessment body may, upon exchanging information with the other
Party or with a conformity assessment body of the other Party, designate the portions of the
information that it considers to be exempt from disclosure.

Each Party shall take all precautions reasonably necessary to protect information exchanged
under this Agreement ilom unauthorized disclosure.

Article 18

FEES

Each Party shall endeavor to ensure that fees imposed for services under this Agreement
shall be commensurate with the services provided. Each Party shall ensure that, for the
sectors and cotiormity assessment procedures covered under this Agreement it shall
charge no fees with respect to conformity assessment services provided by the other Party.

Article 19

AGREEMENTS WITH OTHER COUNTRIES

Except where there is written agreement between the Parties, obligations contained in
mutuai recognition agreements concluded by either Party with a party not a signatory to
this Agreement (a third party) shall have no force and effect with regard to the other Party
in terms of acceptance of the results of conformity assessment procedures in the third party.

Article 20

TERRITORIAL APPLICATION

~. This Agreement shall apply, on the one hand, to the territories in which the Treaty establishing
the European Community is applied. and under the conditions laid down in that Treaty and, on
the other hand, to the territory of the united States.

13



1.

2.

Article 15

PRESERVATION OF REGULATORY AUTHORITY

Nothing in this Agreement shall be construed to limit the authority of a Party to
determine, through its legislative, regulatory and administrative measures, the level of
protection it considers appropriate for safety; for protection of human, animal, or plant
life or health; for the environment; for consumers; and otherwise with regard to risks
within the scope of the applicable Sectoral Annex.

Nothing in this Agreement shall be construed to limit the authority of a Regulatory
Authority to take all appropriate and immediate measures whenever it mcataim thata
product may: (a) compromise the health or safety of persons in its temitory; (b) not meet
the legislative, regulatory, or administrative provisions within the scope of the
applicable Sectoral Annex; or (c) otherwise ftil to satis~ a requirement within the
scope of the applicable Sectorai Annex. Such measures may include withdrawing the
products from the market, prohibiting their placement on the marke~ restricting their
free movement, initiating a product recall, and preventing the recurrence of such
problems, including through a prohibition on imports. If the Regulatory Authority takes
such action, it shall inform its counterpart authority and the other Party within fifteen
days of taking such action, providing its reasons.

Artic[e 16

SUSPENSION OF RECOGNITION OBLIGATIONS

Either Party may suspend its obligations under a particular Sectoral Annex, in whole or in
part, if

a)

b)

c)

a Party suffers a loss of market access for the Party’s products within the scope of the
Sectoral Annex as a result of the failure of the other Party to fidfill its obligations under
the Agreement;

the adoption of new or additional conformity assessment requirements as referenced in
Article 14(5) results in a loss of market access for the Party’s products within the scope
of the Sectoral Annex because conformity assessment bodies designated by the Party in
order to meet such requirements have not been recognized by the Party implementing
the requirements; or

the other Party fails to maintain legal and regulatory authorities capable of implementing
the provisions of this Agreement.

12



7-. For a given product or sector, the provisions contained in the relevant Sectoral
Annexes shall apply in the first place, and the provisions of this text in addition to
those provisions. In the case of any inconsistency between the provisions of a Sectoral
Annex and this text, the Sectoral Annex shall prevail, to the extent of that
inconsistency.

3. This Agreement shall not affect the rights and obligations of the Parties under any
other international agreement.

4. In the case of the Sectoral Annex on Medical Devices, the Parties shall review the
status of such Annex at the end of three years from entry into force.

This Agreement and the Sectoral Annexes are drawn up in two originals in the Danish, Dutch,
English, Finnish, French German, Greek, Italian, Portuguese, Spanish and Swedish
languages, each text being equally authentic. In the event of inconsistencies of interpretation,
the English text shall be determinative.

DONE at this day of ,1997.

FOR THE GOVERNMENT OF THE FOR THE EUROPEAN COMMUNITY:
UNITED STATES OF AMERICA:

--
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Artkle 21

ENTRY INTO FORCE, AMENDMENT AND TERMINATION

1. This Agreement including its Sectoral Annexes on Telecommunications Equipment,
Electromagnetic Compatibility, Electrical Safety, Recreational CrafL Pharmaceutical
GMP Inspections, and Medical Devices shall enter into force on the f~ day of the
second month following the date on which the Parties have exchanged letters
confkming the completion of their respective procedures for the entry into force of this
Agreement.

2. This Agreement including any Sectoral Annex may, through the Joint Committee, be
amended in writing by the Parties. The Parties may add a Sectoral Annex upon the
exchange of letters. Such Annex shall enter into force 30 days following the date on
which the Parties have exchanged letters confirming the completion of their respective
procedures for the entry into force of the Sectoral Annex.

3. Either Party may terminate this Agreement in its entirety or any individual Sectoral
Annex thereof by giving the other Party six months notice in writing. In the case of
termination of one or more Sectoral Annexes, the Parties will seek to achieve by
consensus to amend this Agreement, with a view to preserving the remaining Sectoral
Annexes, in accordance with the procedures in this Article. Failing such consensus,
the Agreement shall terminate at the end of six months.

4. Following termination of the Agreement in its entirety or any individual Sectoral
Annex thereof, a Party shall continue to accept the results of con.forrni~ assessment
procedures performed by conformity assessment bodies under this Agreement prior to
termination, unless a Regulatory Authority in the Party decides otherwise based on
health, safety and environment considerations or failure to satis@ other requirements
within the scope of the applicable Sectoral Annex.

Article 22

FINAL PROVISIONS

1. The Sectoral Annexes referred to in Article21. 1, as well as any New Sectoral Annexes
added pursuant to Article 21.2. shall form an integral part of this Agreement.

14



U.S. -EC NllU4 Telecommunication Equipment Annex

SECTION I

LEGISLATIVE, REGULATORY AND ADmSTRA_ PROVISIONS

EC Us.

Council Directive 9l/263/’EEC,as CommunicationAct of 1934,as amended by
supplementedby Council Directive the TelecommunicationAct of 1996, (Title
93/97/EECand amended by Council 47 of the United States Code),
Directive 93/68/EEC,and interpretation
thereofi the U.S. regulatory and administrative

provisions in respect of telecommunication
(The Parties recognize that the Handbook equipmen~including 47 CFR Part 68, and
on the implementationof Directive FCC interpretationthereofi -
9 l/263/EEC (ADLNBand ACTE
approved),provides useful guidelines for (The Parties recognize that the FCC Form
the implementationof conformity 730 Application Guide provides useful
assessment procedures falling under this guidelines for the implementation of
Directive.); conformity assessment procedures for

telecommunication terminal equipment
Commission Decisions (CTRs) established falling within these regulations.);
under Council Directives 91/263/EEC and
931971EEC; The U.S. regulatory and administrative

provisions in respect of all radio transmitters
The EC Member States’ legislation and subject to an equipment autliorization
regulations in respect of: requirement. A non-exclusive list of FCC
(a) non-harmonized analogue connection to regulations are contained in Section II;
the public telecommunications network*;
(b) non-harmonized radio transmitters-for For electrical safety, see Electrical Safety
which there is a civilian equipment Sectoral Annex to the Agreement;
authorization requirement;

For electromagnetic compatibility aspects,
* The EC agrees to seek authority to see Electromagnetic Compatibility (EMC)
include non-harmonized digital Sectoral Annex to the Agreement.
connections;

For electrical safety, see Electrical Safety
Sectoral Annex to the Agreement;

For electromagnetic compatibility aspects,
see Electromagnetic Compatibility (EMC)
Sectoral Annex to the Agreement.

17



U.S. -EC NIRA Telecommunication Equipment Annex

EC - U.S. MIU4

SECTORAL ANNEX

FOR

TELECOMMUNICATION EQUIPMENT

PREAMBLE

Recognizing that this Annex constitutes a Sectoral Annex to the Agreement on Mutual Recognition of
Conformity Assessment between the United States and the European Community,

‘\
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U.S. -EC MRA Telecommunication Equipment Annex

SECTION 11(continued)

SCOPE ANDCOVERAGE
F(7 [J s.-. ----

The followingequipmentcategories are Equipmentcategories covered under 47 CFR Rut 68,
included: including:
ISDNBasicRate Access ISDNBasicAccess
ISDN PrimaryRate Access ISDNPrimaryRateAccess
ISDNTelephony DigitalSemite Access:
X211V.241V.35Access 2.4 kbps
X25 Access ~ 3.2 kbps(2.4 kbps with SecondaryChannel)
PSTN Non-Voice 4.8 kbps
PSTN Voice Band (Analog) 6.4 kbps (4.8 kbps with SC)
ONP Leased Lke Terminal types : 9.6 kbps
-64 kbitskc 12.8 kbps (9.6 kbps with SC)
-2048 kbits/s unstructured 19.2 kbps
-2048 kbitsk structured 25.0 kbps (19.2 kbps with SC)
-34 Mbits/s access 56.0 kbps
-140 Mbits/s access 64.0 kbps (uses 72 kbps channel)
-2 wire analogue 72.0 kbps (56.0 kbps with SC)
-4 wire analogue 1.544 Mbps

2 wires analog tie trunks/ops
Radio transmitters subject to an 4 wire analog tie trunks/ops
equipment authorization requirement, PSTN Voice Band (Analog) Access
including: PrivateLine (Analog)Access

(List to be provided before signing of Radio transmitters subject to an equipment authorization
Sectoral Annex.) requiremen~ including:

Commercial Mobile Radio (Part 20)
Domestic Public Fixed (Part 21)
Domestic Mobile (Part 22)
Personal Communication Service (Part 24)
Satellite Communications (Part 25)
Broadcast (Part 73)
Auxiliary Broadcast (Part 74)
Cable Television Radio (Part 78)
Maritime (Part 80)
GMDSS (Part 80W)
Private Land Mobile (Part 90)
Private-Fixed Microwave (Part 94)
Personal Radio Services (Part 95)
IVDS (Part 95 F)
Amateur Radio (Part 97)
Radio Frequency Devices (Part 15)
Fixed Microwave Services (Part 101)

,, ./= 1 -l.--–.–. :- --.- A-.’.. -.J :.- 4____ A;_ 1 .- ●L;, n r A

/ote: A llst OJ acronyms ana a glossaq [s cunluln~u lrl ~ppwluu I w tmf X?cloral Annex.

19
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U.S. -EC MRA Telecommunication Equipment Annex

SECTION II

SCOPE AND COVERAGE

1. This Sectoral Annex shall apply to equipmen~ interfaces, and services subject to Section I.
In general terms the provisions of this Sectoral Annex shall apply to the following types of
telecommunications terminal equipmen~ satellite terminal equipment radio transmitters, and
information technology equipment:

(a) equipment intended for connection to the public telecommunications network in order to
send, process or receive information, whether the equipment is to be connected directly to
the “termination” of the network or to inter-work with such a networh being connected
directly or indirectly to the termination point. The system of connection maybe wire, radio,
optical or other electro-magnetic means;

(b) equipment capable of being connected to a public telecommunications network even if it is
not its intended purpose, including information technology equipment having a
communication port; and

(c) all radio transmitters subject to an equipment authorization procedure by either Party.

2. The following is a non-exclusive list of the equipment, interfaces, and services included
within the scope of this Sectoral Annex:

18



U.S. -EC MRA Telecommunication Equipment Annex

.

SECTION IV

AUTHORITIES RESPONSIBLE FOR DESIGNATING THE
CONFORMITY ASSESSMENTBODIES LISTED IN SECTION V

EC Us.

Austria Bundesministerium fi.irWissenschafl,Verkehr National Institute of
und Lumst. Standards and

Belgium BIPT. Technology (NIST)
Denmark Telestyrelsen.
Finland Telecommunications Administration Centre Federal
Germany Ministerium fur Post& Telecommunications. Communications
Greece Ministry of Transport& Communications. Commission (FCC)
France Direction G6nerale des Postes &

T616communications
Ireland Dept. of Transport, Energy& Communications.
Italy Ispettorato General TLC.
Luxembourg Administration des Postes et

T61dcommunications.
Netherlands Min. Verkeer en Waterstaat, Telecom, en Post

Department.
Portugal Instituto das Communicacoes.
spain Ministerio de Formento
Sweden National Post & Telecom Agency + SWEDAC.

Dept of Trade & Industry.

*

--
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U.S. -EC MRA Telecommunication Equipment Annex

SECTION III

CONFORMITY ASSESSMENT PROCEDURES
FOR TELECOMMUNICATION EQUIPMENT

1. Description of Mutual Recognition Obligations
/’

In accordance with the provisions of the Agreemen~ the results of the conformity assessment
procedures produced by a Party’s conformity assessment bodies listed in Section V shall be
recognized by the Regulatory Authorities of the other Party without any further conformity
assessment of the products, pursuant to Section 1.

2. Conformity Assessment Procedures

Taking into account the legislative, regulatory, and administrative provisions as identified in Section
I, each Party recognizes that the conformity assessment bodies of the other Party, listed in Section V,
are authorized to perform the following procedures with regard to the importing Party’s technical
requirements for telecommunications terminal equipmen~ satellite terminal equipment radio
transmitters or information technology equipment:

a) testing and issuing of test reports;

b) issuing certificates of conformity to the requirements of the laws and regulations applicable
in the territories of the Parties for productscovered under this Sectoral Annex; and

c) performing quality assurance certification pursuant to Council Directive
9112631EEC.

--
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U.S. -EC MRA Telecommunication Equipment Annex

SECTION VI

DESIGNATING, LISTING, SUSPEmmG, ~RAwmG AND MONITORING
CONFORMITY ASSESSMENTBODIES LISTED IN SECTION V

EC Us.——

EC Access to US. Market: Us. Access to EC Mmket

EC Authorities identified in Section IV U.S. Authorities identified in Section N
shall designate conformity assessment shall designate conformity assessment
bodies located in the EC in accordance with bodies located in the U.S. in accordance
the U.S. legislative, regulatory, and with the EC legislative, regulatory, and
administrative provisions identified in administrative provisions identified in
Section I that govern designation of Section I that govern designation of
conformity assessment bodies, based on conformity assessment bodies, based on
compliance with the appropriate ISO/IEC compliance with the appropriate EN-45000
Guides (e.g. Guide 22, 25,28,58,61,62, Series Standards or the comparable ISO/lEC
65, etc.) or the comparable EN-45000 Series Guides (e.g. Guide 22, 25,28,58,61,62,
Standards. 65, etc.).

Procedures for designating, listing, Procedures for designating, listing,
suspending, withdrawing, and monitoring a suspending, withdrawing, and monitoring a
conformity assessment body listed in conformity assessment body listed in
Section V shall be undertaken pursuant to Section V shall be undertaken pursuant to
Articles 7, 8,9, and 10 of the Agreement. Articles 7, 8,9, and 10 of the Agreement.
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SECTION V

CONFORMITY ASSESSMENT BODIES

F~ [J.S.u. —-—-

Confonnity assessment bodies located in Conformity assessment bodies located in the
the EC shall be designated by the U.S. shall be designated by the Authorities
Authorities identified in Section IV identified in Section IV following the ~
following the procedures set out in Section procedures set out in Section VI of this
VI of this Annex. Annex.

(to be provided by the EC upon notl~cation (to be provided by the US.)
by the Member States).

.

--

,
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MRA Telecommunication Equipment Annex

In the event of disagreement either the U.S. or EC representative may raise the matter in the
Joint Committee.

The JSC may address any matter related to the effective functioning of this Sectoral Annex,
including:

a) providing a forum for discussion of issues and resoiving problems that may arise
concerning the implementation of this Sectoral Annex;

b) developing a mechanism for ensuring consistency of interpretations of legislation,
regulations, standards, and conformity assessment procedures;

c) advising the Parties on matters relating to this Sectoral h.ne~ and

d) providing guidance and, if necessary, developing guidelines during the transitional
period to facilitate the successful completion of the transitional period.

4. CONTACT POINT

Each Party shall establish a contact point to provide answers to all reasonable inquiries from the other
Party regarding procedures, regulations, and complaints under this Sectoral Annex.

5. REGULATORY CHANGES AND UPDATING THE SECTOIWL ANNEX

In the event that there are changes to the legislative, regulatory, and administrative provisions
referenced in Section I or the introduction of new legislative, regulatory, and administrative
provisions affecting either Party’s conformity assessment procedures under the Agreemen~ such
changes shall take effect for the purpose of this Sectoral Annex at the same time they take effect
domestically within the territory of each Party. The Parties shall update this Sectoral Annex to reflect
the changes.
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SECTION VII

ADDITIONAL PROVISIONS

1. SUB - CONTRACTING

1.1

1.2

hy sub-contracting by conformity assessment bodies shall be in awordance with the sub-
contracting requirements of the other P@. Notwithstanding the use of sub-contnwting, the
final results of conformity assessment remain the full responsibility of the listed conformity
assessment body. In the EC, these requirements are described in Council Decision
93/4651EEC.

The conformity assessment bodies shall record and retain details of their investigation of the
competence and compliance of their subcontractorsand maintain a register of all sub- ‘
contracting. These details will be available to the other Party on request.

2. POST-MARKET SURVEILLANCE, BORDER MEASURES AND INTERNAL MOVEMENT

2.1

2.2

2.3

For the purpose of post-market surveillance, the Parties may maintain any existing labeling
and numbering requirements. The assignment of the numbers may take place in the territory
of the exporting Party. The numbers will be allocated by the importing Party. Numbering
and labeling systems shall not introduce additional requirements within the meaning of this
Sectoral Annex.

Nothing in this Sectoral Annex shall prevent the Parties from removing products from the
market that do not in fact conform to the requirements for approval.

The Parties agree that border inspections and checks of products which have been certifie~
labeled or m&ced as conforming with the importing Party’s requirements specified in Section
I shall be completed as expeditiously as possible. With regard to any inspections related to
internal movement within their respective territories, the Parties agree that these shall be
completed in no less a favorable manner than for like-domestic goods.

3. JOINT SECTORALCOMMITTEE

3.1

3.2
--

A combined Joint Sectoral Committee for this Sectoral Annex and the EMC Sectoral Annex is
hereby established (the JSC). The JSC shall operate during the transitional period and after
completion of the transitional arrangement. The EC shall meet as appropriate to discuss
technical, conformity assessment and technology issues relating to this Sectoral Annex and
the EMC Sectoral Annexes. The JSC shall determine its own rules of procedure.

The JSC consists of representatives of the U.S. and the EC for telecommunications and EMC.
JSC representatives may each invite manufacturers and other entities as deemed necessary.
The representatives for the U.S. shall have one vote in the .JSC. The representatives of the EC
shall have one vote in the JSC. Decisions of the JSC shall be made by unanimous consent.
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7. Any proposal made during or at the end of the transitional period to limit the scope of recognition
of any designated conformity assessment body or to exclude it fkom the list of bodies designated
under this Sectoral Annex shall be based on objective criteria and documented. Any such body
may apply for reconsideration once the necessary corrective action has been taken. To the extent
possible, the Parties shall implement such action prior to the expiry of the transitional period.

8. The Parties may jointly sponsor two seminars, one in the U.S. and one in the European
Community, concerning the relevant technical and product approval requirements during the fmt
year after this Sectoral Annex enters into force.

9. Passage from the transitional phase into the operational phase in this Sectoral Annex shall take
place provided that a representative number of conformity assessment bodies have been accepted
for recognition under the Electrical Safety Amex.

27
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1.

2.

3.

4.

5.

6.
--

SECTION VIII

TRANSITIONAL ARRANGEMENT

There shall be a transitional period of 24 months.

The purpose of this transitional arrangement is to provide a means whereby the Parties to the
Agreement can build confidence in and an understanding of eaeh otheds systern=for&a@ating
and listing conformity assessment bodies and in the ability of these bodies to test and certi~
products. ,Successfhl completion of the transitional arrangement should result in the,
determination that conformity assessment bodies listed in Section V comply with the applicable
criteria and are competent to conduct conformity assessment activities on behalf of the other
Party. Upon successful completion of the transition peri~ the results of conformity assessment
procedures performed by the exporting Party’s conformity assessment bodies iisted in Section V
of the exporting country shall be accepted by the importing Party.

This transitional period shall be used by the Parties:
a)
b)
c)

d)

e)

to consider new legislative changes needed to support the objectives of the Agreemenc
to initiate regulatory changes needed to support the objectives of the Agreement
to exchange information on and develop better understanding of their respective regulatory
requirements;
to develop mutually agreed mechanisms for exchanging information on changes in technical
requirements or methods of designating conformity assessment bodies; and
to monitor and evaluate the performance of the listed conformity assessment bodies during
the transitional period.

Parties may designate, list suspend and withdraw conformity assessment bodies during the
transitional period according to the procedures in Section VI of this Sectoral Amex

During the transitional period each Party shall accept and evaluate test reports and related
documents issued by designated conformi~ assessment bodies of the other Party. To this en~ the
Parties shall ensure that:
a) on receipt of test reports, related documents and a first evaluation of conformity, the dossiers

are promptly examined for completeness;
b) the applicant is informed in a precise and complete manner of any deficiency,
c) any request for additional information is limited to omissions, inconsistencies. or variances

from the technical regulations or standards; and
d) procedures for assessing the conformity for equipment modified subsequent to a

determination of compliance, are limited to procedures necessary to determine continued
conformance.

Each Party ensures that issuance of approvals, certificates, or advice to the applicant shall be
given no later than six weeks from receipt of the test report and evaluation from a designated
conformity assessment body in the territory of the other Party.
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I EU - U.S. MRA

I

SECTORAL ANNEX

FOR

ELECTROMAGNETIC COMPATIBILIIT (EMC)

PREAMBLE

Recognizing that this Annex constitutes a Sectoral Annex to the framework Agreement on Mutual
Recognition of Conformity Assessment between the United States and the European Community.
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ACTE
ADLNB
CAB
CFR
CTR
EC
EEC
EN
EU
FCC
IEC
ISDN
1S0
ITU

MS
NB
NET
OJ
ONP
PSTN
STG
TBR
X21
x25

APPENDIX 1

LISTS OF ACRONYMS AND GLOSSARY

Approvals Committee for Terminal Equipment
Association of Designated Laboratories and Notified Bodies
Conformity Assessment Body
U.S. Code of Federal Regulations, Title 47 CFR
Common Technical Regulation ?
European Community
European Economic Community
Norme Europ&eme (European Standard)
European Union
Federal Communications Commission
International Electrotechnicai Commission
Integrated Services Digital Network
International Standards Organization
International Telecommunications Union
Mutual Recognition Agreement
Member States (of the European Union)
Notified Bodies
National Institute of Standards and Technology
Official Journal (of the European Union)
Open Network Provision
Public Switched Telephone Network
Sectoral Technical Group for Telecommunications
Technical Basis for Regulation
ITU-T RecommendationX21
ITU-T Recommendation X25
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SECTION II

SCOPEAND COVERAGE

F,C [1.S.—- —.-.

For US access to the EU market: For EU access to the US market:

Any product falling under the scope of Any products falling under the scope of 47
Council Directive 89/336/EEC. CFRPart 15 and 18.

.
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SECTION I

LEGISLATIVE, REGULATORY AND ADMINISTRATIVE PROVISIONS

EC Us.

Council Directive 89/336/EEC, as amended by Communications Act of 1934, as amended
Council Directives 91/263/EEC, 92/3 l/EEC, by the Telecommunication Act of 1996,
93/68/EEC and 93/97/EEC and interpretation thereof. (Title 47 of the United States Code),

For electrical safety aspects see Electrical Safety the U.S. regulatory and administrative
Sectoral Anhex to the Agreement. provisions in respect of equipment subject to

electromagnetic requirements including:
For telecommunication equipment and radio -47cFRPart15
transmitters, see also Telecommunications Equipment -47 CFRPart 18,
Sectoral Annex to the Agreement. and FCC interpretation thereof.

For electrical sdety aspects see Electrical
Safety Sectoral Annex to the Agreement

For telecommunication equipment and radio
transmitters, see also Tekcommunications
Equipment Sectoral Annex to the Agreement.
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SECTION W

AUTHORITIES RESPONSIBLE FOR DESIGNA~G THE
CONFORMITY ASSESSMENT BODIES LISTED IN SECTION V

Fl T IJ.S.u. —.— -

Austria: Bundesministeriu fiir wirtschafiliche National Institute of Standards and

Angelegenheiten Abteihmg Technology (NIST)

Belgium:
Denmark: Federal Communications Commission

Finland: (FCC)

France:
Germany: Federal Aviation Administration

(FAA)

Greece:
Ireland:

Italy:
Luxemburg:
Netherlands:

Portugal:
spain:
Sweden:

U.K.:

(list to be completed later)
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SECTION III

CONFORMITY ASSESSMENT PROCEDURES
FOR EQUIPMENT IDENTIFIED IN SECTION 11

1. Description of Mutual Recognition Obligations

In accordance with the provisions of the Agreement, the results of the conformi~ assessment
procedures produced by a Party’s conformity assessment bodies listed in Section V, shall be
recognized by the Regulatory Authorities of the other Party without any further conformity
assessment of the products, pursuant to Section I.

2. Cotionnity Assessment Procedures

Taking into account the legislative, regulatory, and administrative provisions as identified in
Section I, each Party recognizes that the conformity assessment bodies of the other Party,
listed in Section V, are authorized to petiorm the following procedures with regard to the
importing Party’s technical requirements for equipment identified in Section II:

a) testing and issuing of test reports;

b) issuing certificates of conformity to the requirements of the laws and regulations
applicable in the territories of the Parties for products covered under this Sectoral
Annex.
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SECTION VI

DESIGNATING, LISTING, SUSPENDING, WITHDmmG AND MONITORING
CONFORMITY ASSESSMENT BODIES LISTED IN SECTION V

EC Us.
EC Access to U.S. Market: L!S. Access to EC Market

EC Authorities identified in Section IV U.S. Authorities identified in Section IV
shall designate conformity assessment shall designate conformity assessment
bodes located in the EC in accordance with bodies located in the U.S. in accordance

the U.S. legislative, regulatory, and with the EC legislative, regulatory, and
administrative provisions identified in administrative provisions identified in
Section I that govern designation of Section I that govern designation of
conformity assessment bodies, based upon cotiormity assessment bodies, based on
compliance with the appropriate ISO/IEC compliance with the appropriate EN-45000
Guides (e.g. Guide 22, 25,28,58,61,62. Series Standards or the comparable
65, etc.) or the comparable EN-45000 ISO/IEC Guides (e.g. Guide 22, 25,28,
Series Standards. 58, 61, 62,65, etc.).

Procedures for designating, listing, Procedures for designating, listing,

suspending, withdrawing, and monitoring a suspending, withdrawing, and monitoring a
conformity assessment body listed in cotiormity assessment body listed in
Section V shall be undertaken pursuant to Section V shall be undertaken pursuant to
Articles 7, 8, 9, and 10 of the Agreement. Articles 7, 8, 9, and 10 of the Agreement.
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SECTION V

CONFORMITY ASSESSMENT BODIES

EC

For EC access to the U.S. market;

Conformity assessment bodies in

the EC shall be designated by the
Authorities identified in Section IV
following the procedures set out in
VI of this Annex.

(to be provided by the EC)

$ection

. .

Us.

For U.S. access to the EC market:

Conformity assessment bodies located in
the U.S. shall be designated by the
Authorities identified in Section IV
following
Section VI

the procedures set
of this Annex.

(to be provided by the U.S.)

out in

‘i
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3.2 The JSC consists of representatives of the U.S. and the EC for
telecommunications and EMC. JSC representatives may each invite
manufacturers and other entities as deemed necessary. The representatives for
the U.S. shall have one vote in the JSC. The representatives of the EC shall
have one vote in the JSC. Decisions of the JSC shall be made by unanimous
consent. In the event of disagreement either the U.S. or EC representatives
may raise the matter in the Joint Committee.

3.3 The JSC may address any matter related to tie effective functioning of this
Sectoral Annex, including :

a) providing a forum for discussion of issues and resolving
problems that may-arise concerning the implementation of this
Sectoral Annex;

b) developing a mechanism for ensuring consistency of
interpretations of legislation, regulations, standards, and
conformity assessment procedures.

c) advising the Parties on matters relating to this Sectoral Annex;

d) providing guidance and, if necessary, developing guidelines
during the transitional period to facilitate the successful
completion of the transitional period.

4. CONTACT POINT

Each Party shall establish a contact point to provide answers to all reasonable inquiries
from the other Party regarding procedures, regulations and complaints under this
Sectoral Annex.

5. REGULATORY CHANGES AND UPDATING THE SECTOIUL ANNEX

In the event that there are changes to the legislative, regulatory and administrative
provisions referenced in Section I or the introduction of new legislative, regulatory and
administrative provisions affecting either Party’s conformity assessment procedures
under the Agreement, such changes shall take effect for the purpose of this Sectoral
Annex at the same time they take effect domestically within the territory of each Party.
The Parties shall update this Sectoral Amex to reflect the changes.

‘i /
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1.

1.1

2.

2.1

2.2

2.3

3.

3.1

SECTION VII
ADDITIONAL PROVISIONS

SUB - CONTRACTING

hy sub-contracting by conformity assessment bodies shall be in accordance
with the sub-contracting requirements of the other Party. Notwithstanding the
use of sub-contracting, the final results of conformity assessment remain the
full responsibility of the listed conformity assessment body. In the EC, these
requirements are described in Council Decision 93/465/EEC.

The conformity assessment bodies shall record and retain details of its
investigation of the competence and compliance of its subcontractors and

maintain a register of all sub-contracting. These details will be available to the
other Party on request.

POST-MARKET SURVEILLANCE, BORDER MEASURES AND
INTERNAL MOVEMENT

For the purpose of post-market surveillance, the Parties may maintain any
existing labeling and numbering requirements. The assignment of the numbers
may take place in the territory of the exporting Party. The numbers will be
allocated by the importing Party. Numbering and labeling systems shall not
introduce additional requirements within the meaning of this SectOral Annex.

Nothing in this Sectoral Annex shall prevent the Parties horn removing
products from the market that do not in fact conform to the requirements for
approval.

The Parties agree that border inspections and checks of products which have
been certified, labeled or marked as cotiorrning with the importing Party’s
requirements specified in Section I shall be completed as expeditiously as
possible. With regard to any inspections related to internal movement within
their respective territories, the Parties agree that these shall be completed in no
less a favorable manner than for like-domestic goods.

JOINT SECTORAL COMMITTEE

A combined Joint Sectoral Committee for this Sectoral Annex and the .

Telecommunications Equipment Sectoral Annex is hereby established (the
JSC). The JSC shall operate during the transitional period and after
completion of the transitional arrangement. The JSC shall meet as appropriate
to discuss technical, conformity assessment and technology issues relating to
this Sectoral Annex and the Telecommunications Equipment Sectoral Annex.
The JSC shall determine its own rules of procedure.



.

US-EC MM -- EMC SECTORAL ANNEX

6.

7.

8.

9.

Each Party ensures that issuance of approvals, certificates or advice to the appli&nt
shall be given no later than six weeks from receipt of the test report and evaluation
from a designated conformity assessment body in the territory of the other Party.

My proposal made during or at the end of the transitional period to limit the scope
of recognition of any designated conformity assessment body or to exclude it from
the list of bodies designated under this Sectoral Annex shall be based on objective
criteria and documented. Any such body may apply for reconsideration once the
necessary corrective action has been taken. To the extent possible, the Parties shall
implement such action prior to the expiry of the transitional period.

The Parties may jointly sponsor two se,minars, one in U.S. and one in the European
Community, concerning the relevant technical and product approval requirements
during the first year after this Sectoral Annex enters into force.

passage from the transitional phase into the operational phase in this Sectoral Annex
shall take place provided that a representative number of conformity assessment
bodies have been accepted for recognition under the Electrical Safety Annex.
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SECTION VIII

TRANSITIONAL ARRANGEMENT

1. There shall be a transitional period of 24 months. “

2. The purpose of this transitional arrangement is to provide a means whereby the
Parties to the Agreement can build cotildence in and understanding of each others
system for designating and listing conformity assessment bodies and in the ability of
these bodies to test and certify products. Successful completion of the transition
arrangement should result in the determination that conformity assessment bodies
listed in Section V comply with the applicable criteria and are competent to cohduct
conformity assessment activities on behalf of the other Party. Upon completion of
the transition period, the results of conformity assessment procedures performed by
the exporting Party’s conformity assessment bodies listed in Section V SM be
accepted by the importing Party.

3. This transitional period shall be used by the Parties :
a) to consider new legislative changes needed to support the objectives of the

Agreement;
b) to initiate regulatory changes needed to support the objectives of the Agreement;

c) to exchange information on and develop better understanding of their respective
regulatory requirements;

d) to develop mutually agreed mechanisms for exchanging information on changes
in technical requirements or methods of designating cotiorrnity assessment
bodies; and

e) to monitor and evaluate the performance of the listed conformity assessment
bodies during the transitional period.

4. Parties may designate, list, suspend and withdraw cotiorm.ity assessment bodies
during the transitional period according to the procedures in Section VI of this
Sectoral Annex.

5. Du&g the transitional period each Party shall accept and evaluate test reports and
related documents issued by designated conformity assessment bodies of the other
Party. To this end, the Parties shall ensure that:

on receipt of test reports, related documents and a first evaluation of confortnity,
the dossiers are promptly examined for completeness;
the applicant is informed in a precise and complete manner of any deficiency;
any request for additional information is limited to omissions, inconsistencies or
variances from the technical regulations or standards;
procedures for assessing the confomity for equipment modified subsequent to a
determination of compliance. are limited to procedures necessary to determine
continued conformance;
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SECTION I

LEGISLATIVE. REGULATO RY AND ADMIN STRATIVE PROI VISIONS

EC Us.

For U.S. access to the EC market: For EC access to the U.S. market

Council Directive 73/23/EEC of 19 February 1973 as 29 U.S.C. 651 et seq.
amended by 931681EEC. U.S. 29 CFR 1910.7

For medical devices, see the Medical Devices Sectoral Annex Products that are certified or approved under the
to this Agreement. Federal Mine Safety and Health Act (30 U.S.C.

801 et seaJ or its regulations and used in areas
For electromagnetic compatibility aspects, see the under the authority of the Mine Safety and Health
Electromagnetic Compatibility (EMC) Sectoral Annex to this Administration,are not covered under this Annex.
Agreement.

OSHA will consider regulatory and legislative
For telecommunications equipmen~ see the changes needed to support the objectives of the
Telecommunications Equipment Sectoral Annex to this MRA.
Agreement.

For medical devices, see the MedicalDevices
Sectoral Annex to this Agreement.

For electromagnetic compatibility aspects, see the
Electromagnetic Compatibility (EMC) Sectoral
Annex to this Agreement.

For telecommunications equipmen~ see the
Telecommunications Equipment Sectoral Annex
to this Agreement.
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EC - U.S. MRA

SECTOILU ANNEX

FOR

ELECTRICAL SAFETY

PREAMBLE

Recognizing that this Annex constitutes a Sectoral Annex to the Agreement on Mutual Recognition between the United States and the
European Community.



U.S.-EC MRA - Electrical Safety Annex

SECTION 111

Description of Mutual Recognition Obligations

In accordance with the provisions of the Agreemen~ ECconformityassessment bodies listed in Section V of this Annex
shall be recognized to tes~ certi~ andmarkproductswithinthescopeof theirNR’I’Lrecognitionforassessing
conformity to U.S. requirements.

With regard to U.S. conformity assessment bodies listed in Section V of this Annex, in the event of a challenge within
the European Community under Article 8.2 of Council Directive 73/23/EEC of 19 February 1973, test reports issued by
such conformity assessment bodies shall be accepted bytheEuropeanCommunityAuthorities in the sameway that
reports born EuropeanCommunityNotified Bodiesare accepted.That is, (listedconforrni?yassessment bodies) in the
U.S. shall be recognizedunder Article 11of CouncilDirective73/23mEC as “bodieswhich may make a report in
accordance with Micle 8.”

.

-!3



.

U.S.-EC MRA - Electrical Safety Annex

SECTION 11

SCOPE AN D COVERAGE

EC Us.

For U.S. access to the EC market:

1

For EC access to the U.S. market:

The electrical safety requirementsof products falling
under the scope of CouncilDirective73/23/EECon
the harmonizationof the laws of the MemberStates
relating to electrical equipmentdesignedfor use within
certain voltage limits

The electrical safety requirementsof products
falling under the scopeof 29 CFR 1910subpart
S. This includesthe electricalsafety aspects for
workplacesafetyof medical equipmentand
telecommunicationterminal equipmentwithin the
scopeof those SectoralAnnexes.

Products that are certified or approved under the
Federal Mine Safety and Health Act (30 U.S.C.
801 et sea.) or its regulations and used in areas
under the authority of the Mine Safety and
Health Administration, are not covered under this

I
Annex.
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SECTION v

ITY ASSESSMENT BOD~

EC Us.

I
For EC access to the U.S. market: I

For U.S. access to the EC market:

The names and scow of responsibilities of Conformity

I

The names and scope of responsibilities of Conformity

sent Bodies located in the EC and listed in accordance Assessment Bodies located in the U.S. and listed in
with this Sectoral Annex: accordance with this Sectoral Annex:

[** An initial list of Conformity Assessment Bodies should be listed in this Section by the time we implement the
Agreement.**]

--

45

-! /..



U.S.-EC MRA - Electrical Safety Annex

SECTION Iv

SPONSIB~ FO_GNATING T~
CONFORMITY ASSESSMENT BODIES LIST~ IN SECTION V

EC Us.

For EC access to the U.S. market: For U.S. access to the EC market:

Member State Authorities:
National Institute for Standardsand

Austria: Bundesministeriurnfir Wirtschafi Technology(NISI’)
Belgium: Minist&ede l’Emploiet du Travail
Dan.mark: Direktoratet for Arbejdtilsynet
Finland: Ministry of Labour
France: Ministkre de l’Emploi et du Travail
Germany: Bundesmin. Iir Arbeit und Sozialordnung

Greece: Ministry of Industry
Ireland: Departm. of Enterprise and Employment

Italy: Ministero dell’ Industria
Luxemburg: Minist&e du Travail
Netherlands: Min van SociaIe Zaken en

Werkgelegen.heid
Portugal: Ministerio [ndustria e Energia
Spain: Min. de Fomento
Sweden: National Board of Occupation& Safety
U.K. Department of Trade& Industry
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SEc~~N VI (W31hMd)

Upon receipt of a complete proposal, the U.S. exercising its Upon receipt of a complete proposal, the EC shall
authority under its law shall: give notice of consent or objection to the Joint

Committee within 60 days. The Joint Committee
(a) prior to the passage from the transitional phase .into the shall monitor the recognition of conformity
operational phase in the Telecommunications Equipment and assessment bodies and confm such a recognition
Electromagnetic Compatibility (EMC) Sectoral Annexes, by listing them in Section V of this Sectoral Annex.
give notice of its consent or objection to a proposed
conformity assessment body to the Joint Committee. The The U.S. conformity assessment bodies listed in
listing of an agreed conformity assessment body in Section V Section V shall have Notified Body status within
of this Sectoral Annex shall only occur upon such passage the EC.
horn the transitional phase into the operational phase of those
Sectoral Annexes.

(b) subsequent to passage from the transitional phase into the
operational phase in the Telecommunications Equipment and
Electromagnetic Compatibility (EMC) SectoralAnnexes,
give notice of its consentor objection to a proposed
conformityassessmentbody to the Joint Committee normally
within 120 business days. The listing of an agreed
conformity assessment body in Section V of this Sectoral
Annex shall occur upon notice of consent to the Joint
Committee and the Joint Committee’s decision to list such
body.

These listing procedures shall supersede the procedures in
Article 7(c) of the Agreement in its entirety and the time
periods set out in Article 7(d) of the Agreement.

EC conformity assessment bodies listed in Section V shall
have NRTL status in the U.S.

With regard to the suspension of a conformity assessment
body listed in this Sectoral Annex, the period specified in
Article 8(e) of the Agreement shall begin to run after a Party
has notified the Joint Sectoral Committee or the Joint
Committee, pursuant to Article 8(c) of the Agreement. that it
proposes to revoke the conformity assessment body’s
recognition in accordance with its procedures under its
applicable domestic law.

Except as provided for in this Section, procedures for
designation, listing, suspension and withdrawal of conformity
assessment bodies under this Sectoral Annex shall be carried
out in accordance with Articles 7, 8 and 9 of the Agreement.
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CTION VI

DE~GNATING. LISTING. SUSPENDING AND WITnRAWING
ONFORMITY ASSESSMENT BODIES

‘“EC Us.

For EC access to the US. markd For US. access to the EC market:

Conformity assessment bodies from the EC shall be Conformity assessment bodies from the U.S. shall be
designated by the EC’Authorities identified in Section IV and designated by the U.S. Authority identified m Section
recognized by the Joint Committee, in accordance with the IV and recognized by the Jornt Committee, in
recognition procedures in the Agreement and this Annex. accordance with the recognition produres in the

Agreement and Council Directive 73/’23/EEC.
Conformance with the appropriate ISO/IEC Guides or the
corresponding EN 4500 series of standards shall be deemed Conformance with the appropriate EN4500 series of
consistent with U.S. requirements identified in Section I. standards or the cmespcmdingW01113C Guides shall

be deemed consistent with the requirements of
For purposes of designation and listing, EC Designating Council Directive 73/23/EEC.
Authorities identified in Section IV shall designate
conformity assessment bodies located in the EC by filing a
properlypreparedproposalfor listing,whichincludes a For purposes of designating and listing, the U.S.
complete lab assessment under the U.S. OSHA procedures. Designating Authority identified in Section IV shall
OSHA shall notify the EC DesignatingAuthoritynormally designate conformity assessment bodies located in
within 30 days as to whetherthe proposal is complete or the U.S. by filing a properiy prepared proposal for
whether additional information is required. listing with the EC, which inoludes a completeJlab

assessment under the following EC or Member State
ON-IA shall rely on the EC Designating Authorities procedures, as appropriate:
identified in Section IV for conducting on-site reviews at the
respective Member States’ conformity assessment bodies. The EC shall noti~ the U.S. Designating Authority

within 30 days as to whether the proposal is complete
and shall indicate, where applicable, any additional
information that is required.
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SECTORAL ANNEX

FOR

RECREATIONAL CRAFT

This Annex constitutes a Sectoral Annex to the Agreement on Mutual Recognition between the
Unites States and the European Community.

The purpose of this Sectorai Annex is to establish a framework to accept certificates of conformity
issued in the territory of one Party in accordance with the regulatory requirement of the other Party
as referenced in this Sectoral Annex. 7

To facilitate that purpose, a transitional period of eighteen months is arranged to build confidence as
defined in this Sectoral Annex, Section 6.

-J /--”-
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1. The Joint Sectoral Committee for Elecrncal Safety (JCSES) consists of representatives of the U.S. and the EC.
OSHA shall represent the U.S. on this Joint Sectoml Commitiee. The EC and OSHA may invite the participation
of others as deemed necessary. Each Party shall have one vote ~d decisions shall be made by unanimous
consenh unless otherwise specified herein. The Joint Sectoral Committee shall determine its own rules of
procedure.

2. The Joint Sectoral Committee may address any matter related to the effective fimctioning of this Sectoral Annex,
including :

Developing improvedproceduresandcriteriafor designationin order to facilitatethe assessmentand
preparationof proposals by DesignatingAuthorities,with a view towards expeditingthe period
between designation and listing;

providing a forum for discussion of issues that may arise concerning the implementation of this
Sectoral Annex;

advising the Partieson matters relatingto this SectoraiAnnex;and

enhancing the operation of this Sectoral Annex.
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All products covered by Section 2 of this Annex.

5. Cocq)erati

During this transitional period, both Parties shall endeavor to jointly sponsor seminars for the
purpose of improving the understanding of technical specifications applicable in each Party’s
jurisdiction.

6. Insnectiu

Inspections or audits shall be permitted to veri~ compliance of conformity assessment bodies
with their responsibilities under this Agreement. The scope of these inspections or audits shall
be agreed upon in advance by both Parties.

SEC TION 7

~ PROVISI

1. In accordance with the relevant provisions of the Agreement, the Parties shall ensure the
continued availability of the names of their respective notified bodies or conformity
assessment bodies, and shall regularly supply details of certifications issued in order to
facilitate post market surveillance.

2. The Parties note that, to the extent that requirements for electrical safety or electromagnetic
compatibility may apply to products covered by ttis Sectoral Annex, the provisions of the
Sectoral Annexes on Electrical Safety and Electromagnetic Compatibility apply.

DEFINITIONS

“NOtified 130cly”, means a third party authorized to perform the conformity assessment tasks

specified in Directive 94/25 EEC, which has been appointed by a Member State from the bodies
falling within its jurisdiction. The Notified Body has the necessary qualifications to meet
requirements laid dow in Directive 94/25 EEC and has been notified to the Commission and to the
other Member States.

--
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Agreement shall be followed.

SECTION 5

ITY ASSESSMENT BODIES

1. European Commu.ruty
.

The conformity assessment bodies designated by the European Community are those Notified
Bodies which have been notified by the Member States of the Community, in accordance with
Directive 94/25 EEC, and whose names and reference numbers have been published in the
Official Journal of the European Communities.

2. United Sta@

[To be provided by U.S.]

SECTION 6

TRANS ITIONAL ARRANGEMENT

1. There shaII be a transitional period of 18 months prior to the operations of this Sectoral
Annex.

.

2. The purpose of the transitional arrangement is to provide a means whereby the Parties to this
Agreement can cooperate to establish a system for designating conformity assessment bodies
and can mutually build cordidence in the abilities of these bodies. Successful completion of
this transitional arrangement is intended to result in a determination that conformity
assessment bodies comply with the applicable criteria and to have the equipment approved by
the conformity assessment bodies of the exporting country accepted by the approval authority
of the importing country

3. During this transitional period, the parties shall:

(a) exchange information on technical data and conformity assessment criteria and
procedures, thus developing greater familiarity with their respective regulatory
requirements; and

-- (b) carry out or recommend any applicable policy, legislative and regulatory changes
necessary for the provisions of this Annex.

‘ . . /-

4. Product Scope

--
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for approvals to United States requirements, conformity assessment bodies
designated by the European Community shall establish compliance as re@kd to be
demonstrated as set forth in paragraph 2(b) of this Section and pr&iucts so certified
shall have unrestricted access to the U.S. market for sale as recreational C*
pursuant to Section 1.

SECT ON 3I

AUTHORITIES m~ IB
THE CONFORMITY ASSESS&UZ.NT BODIlZ!5

Member States Administrations as indicated in the Directive 94/25 EEC, Article 9.1.

7 For the Umted Statfi
. .u. .

National Institute of Standards and Technology (NIST).

SECTION 4

STING. SUSPENDING AND WITHDRAWING
CONFORMITY ASSESSMENT BODIES

1. For the purpose of this Sectoral Annex, each party shall designate competent conformity
assessment bodies to carry out cotiormity assessment and approval to the requirements of the
other Party. Such designation shall be carried out according to the procedures set out in
Article 7 of the Agreement. A list of conformity assessment bodies together with the products
and procedures for which they have been listed, is in Section 5 below.

2. Each Party agrees that the listed conformity assessment bodies comply with the requirements
for such bodies established by the other Party. These are:

(a) for the European Community, bodies which are Notified Bodies in accordance with
Directive 94/25 EEC, are deemed to be in compliance with U.S. requiremen~,

(b) for the U.S., in accordance with the requirements set out in the regulations listed in
Section 1, the conformity assessment bodies listed in Section 5 are designated by

-- NIST using the evaluation procedures contained in the appropriate EN 45000 series
of standards or the corresponding iSO/IEC Guides.

3. With regard to the designation, listing, suspension and withdrawal of conformity assessment
bodies under this Sectoral Annex, the specific procedures in Articles 7, 8 and 9 of the

—.
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SECTION 1

1. For the European COrnmunity:

European Parliament and European Council Directive 94/25 EEC on the Approxi~tion of the
Laws, Regulations, and Administrative Provisions of the Member States Relating to
Recreational Craft.

2. Jhddlrw: ,

46 U.S.C. Chapter 43,33 CFR 81,84, 159, 179, 181, 183 and 46 CFR 58.

SECTION 2

SCOPE AND COm~GIL

1. TMS Sectoral Annex applies to all recreational craft which in the European Community or the
United States are subject to conformi~ assessment by a conforrni~ assessment body or an
approval procedwe, as applicable, before being put on the market.

2. The product coverage for each Party shall be determined by the following relevant
requirement:

(a) for the European COmmUnitv:

Recreational craft as defined in Directive 94/25 EEC.

(b) for the United Stites:
hy product falling under the scope of 46 U.S.C. Chapter 43,33 CFR 81,84, 159, 179, 181,
183 and 46 CFR 58.

3. The parties agree that for mutual recognition to operate under this Sectoral Annex, the
following arrangements shall apply:

(a) for approvals to European Community requirements, conformity assessment bodies
designated by the U.S. shall establish compliance as required to be demonstrated by
Directive 94/25 EEC. This demonstration of compliance shall be recognized in the
European Community and products so certified shall have

unrestricted access to the EC market for sale as recreational craft, pursuant to
Section 1.
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1.

2.

3.

DEFIBTITIONS, PURPOSE, SCOPE AND COVERAGE

Article 1
Definitions

“Equivdehce” of the regdatory systems means that the systems are- dlkiently
comparable to assure that the process of inspection and the erumhqy-omqorts
will provide adequate information to determine whether rqxxthm stat@wy and
regulatory requirements of the authorities have been fuifilled. “&@w&&#’ does not
require that the respedve regulatory systems have identical ~

“Enforcement” means action taken by an authority to protect the public-products of
suspect quaiity, safety and efficacy or to assure that products are ~ in
compliance with appropriate laws, regulations, standards and commitmm& madeaspart
of the approval to market a product.

“Good Manufacturing Practices” : (tentative merging of US and EC ccmce@s to be

revisited)

GMPs mean the requirements found in the respective legislation% r&&k&m% and
administrative provisions for methods to be used i% and the tiilities or controls to be
used for, the manufacturing, processing, packing, and/or holding of a drug to assure that
such drug meets the requirements as to safety, and has the identity and _ and
meets the quality and purity characteristics that it purports or is rqmsmtd to process.

GNU% are that part of quality assurmce which ensures that products are consistently
produced and controlled to quality standards. For the pqose of this - GMPs
include therefore the system whereby tie manufacturer receives the speciftbations of the
product ador process from the lMarketing Authorization/Product A~on or
License holder or applicant md ensures the product is made in compliance with its
specifications (Qualified Person certification in the EC).
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EC-U.S. MM

SECTORAL ANNEX

FOR

PHARMACEUTICAL GOODMANUFACTURING PRACTICES (Gh@s)

PREAMBLE

Recognizing that this Annex constitutes a Sectoral Annex to the fkameworkAgreement on Mutual
Recognition be~een the United States and the European Community.
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Article 4

Product coverage

These provisions will apply to medicinal products for human or animal ~ WmmxkWS
and swting’nwerials (as referred to ti the W) and to * for _zanim8kzX
biological prkwts for human use, and active pknwxmtid ingC&M@ (aH&UeMl in
the United States), only to the extent they are regulated by the authdtiemf botb%artiesas
listed in Appendix 2.

Human bloo& human plm human tissues and org~ and-v~~
are excluded tim the scope of this Annex. Ehlman ph3SmlkCieEk&m!w&UClk.as
immunoglobulins and albumin), investigational medicinal pmdw#kw _ human
radiopharm=@l “cals and medicinal gases are also excluded during* ~ pti,

their situation will be reconsidered at the end of the transition period. Rodnc@sreguktd by

the Center for Biologics Evaluation and Research as devices are not co- ut@eE this

Annex.

Appendix 3 contains an indicative list of products covered by this Anne=.
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4.

5.

6.

“Inspection” means an on-site evaluation of a manufacturing facility to detmnine. .... .,
whether such manufacturing facility is opemting in compw. W& Good
Manufitcturing Practices and/or commitments made as part of the _tO ti a

product. -.,. Y
“Inspection Repr# means the written observations ~ H ~;~

compliance assessment completed by an authority listeckin Appendm“’z ,: .

“Regulatory System” means the body of legal req-- f=.ti~.

Practices, inspections, and enforcements hat e~ P*~Yh*@&h%hM’@~~J
authority to assure adherence to these requirements.

. .. --,-,....,..:. .-~: -

The provisions
endorsement by the receiving authority of official
impection reports after a transitional period aimed at

,..

re&latory systems of the Parties, which is thecomerstone of this Annexi-

Article 3
Scope

The provisions of this Annex shall apply to ptiaceutical bspections _.out in the
United States and Member States of the European Community before p--~ ‘$’r’-L.:.:?~:.:;.<:<..
(herdl.er referred to as “pre-approval inspections”) as -well as d-_-
(hereafkr referred to as “post-approval inspections”).

,---- ,.

Appendix 1 names the laws, regulations and administrative provisions governing these

inspections and the GMP requirements.

Appendix 2 lists the authorities participating in activities under this Annex.

Articles 6, 7, 8, 9, 10 and 11 of the Agreement do not apply to this Annex.
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,

Article 7
Particip”on in the equivalence assessment and determination

The authoritks listed in Appendix 2 will actively participate in these progmms to buiki a
sufficient bdy of evidence for their equivalence de~ ‘Om Both PaEtka exercise
good faith efforts to complete equivalence assessment as expeditiously as possikdc to the
extent the resources of the authorities allow.

Article 8
Other transition activities

As soon as possible, the authorities will jointly determine the essential informatmn● which
must be present in inspection reports and will cooperate to develop mutually agreed
in.spehon report format(s).

.
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CHAPTER2

TRANSITION PERIOD

Article 5
Length of trarwition period

A three-year transition period will start immediately
Agreement=

Article 6
Equivalence assessment

afterthc:effiidiii&&@tk
.“2 ~ .’.++Q

-. -. ..>.- +:,’

,. .,., - . < ;:,_=&.-..

1. me cri~a to be used by the Parties to as- CX@~= =:* be-.g~

Itiormation ~ to the criteria under CO
community.
2. The authorities of the parties will establish and
programs for assessing the equivalence of the respectivw~

-....

quality assurance of the products and consumer protection. These-gmgrams
OUGas deemed necessary by the authorities, for post- and pre-apprmd hspectionsamk fm
various product classes or processes.

. .

3. The equivalence assessment shall include information exchanges (inek&@spedon
reports), joint training, and joint Mpctions for the purpose of
and the authorities’ capabilities. In conducting the equivaknce~ .

ensure that efforts are made to save resources.
-, .-

4. Equivalence assessment for authorities added to Appendix 2 after the eflketive date of
this agreement will be conducted as described in this Annex, as soon as practieabk.
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CHAPTER 4

OPERA I’TONALPERIOD

Article 11
Start of the operatiomi period

The operational period shall start at the end of the transition period and its provisions apply
to inspection reports generated by authorities listed as equivalent for the impactions
performed in their territory.

In additiom when an authority is not listed as equivalent based on adequate experience
gtied during the transition period. the FDA wiil accept for normal emkmmmt (as
provided in Article 12) -on reports generated as a result of iqectkm condwtd
jointly by that authority on its territory and another authority listed as “~@@
that the authority of the Member State in which the inspection is perforndeawguamntee
enforcement of the findings of the inspection report and require that correctke measums be
taken when necessary. FDA h= the option to participate in these inspedo~ and based on
experience gained during the transition period, the Parties will agree on procedures for
exercising this option.

In the EC, the quaiified person ~till be reiieved of responsibility for_ the controls
laid down in Article 22 paragraph 1(b) of Council Directive 75/3191EEC provided tlmtthese
controls have been carried out in the United States and that each batch/lot is accompanied by
a batch certificate (in accordace ~vith the W-10 certification scheme on the quality of
medicinal products) issued by the rnmufacturer certi@ing that the product complies with
requirements of the marketing wtiori=tion and signed by the person responsible for
releasing the batch/lot.
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cHAmE123
Em OF TR4NSYlTONPlIRXO~

Article 9
Equivalence determination

Equivalence is established by having ~ P1- IX@@OY SY@MME
ref- to in Appendix 4, and a demonstrated IXU@W&
accordance with these eriterk A list of authorities detmmkakas ‘
to by the. Joint Sectoral Committee at the end of the
limitation in terms of inspection type (e.g. post-approvai or

or W===”

The Parties will document insufficient evidence of equivakn~lackof o~ “ “;,~-~.

equivaknee or a determination of non-equiv~e=, in mti~-:.m.w~ “~:

being ~ to know how to attain equivalence.
....-, .:;’.&&if:“2-;“ ‘.,.;.*?:.J.*..,-,......,

-. ,.s.%*\,.-...... .
.“-. ...

Article 10
Authorities not iisted as currently equivalent

Authorities not currently listed as equivalen~ or not equivalent for certaim types of
inspections, product classes or processes may apply for reconsideration of th.ekistatzw.once
the necessary corrective measures have been @en or atio~ _encekj@kk&. ,,-,.,-,..----:-.f,.;.:;-?.,
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Article 14
Transmission ofpre-approvai inspection reprts

A prclimina@ notification that an inspection may have to take place will be made as soon as
possible.

Within 15 calendar days, the relevant authority will acknowledge receipt of tkrequest and
codinn its ability to carry out the inspection. In the EC, requests will be senEdiredy to the
relevant authority, with a copy to the European Agency for the Evaluatkmrof Medicinai
Products (EMEA). If the authority receiving the request cannot uury outtkkspection as
reqx the requesting authority shall have the right to conduct the hspectk

Reports of pre-approval inspections will be sent within 45 calendar days of the request that
transmitted the appropriate information and detailed the precise issues to be addmsed
during the kspectiom A shorter time maybe necessary in exceptional cases and these wiil
be described in the request-

Article 15
.140nitoring continued equivalence

Monitoring activities for the purpose of maintaining equivalence shall include review of the
exchange of inspection reports and theirquaiity ~d timeliness; performance of a limited
number of joint inspections; =d the conduct Of common training sessions.

Article 16
Suspension

Each Party has the right to contest the equivalence of an authority. This right wiil be
exercised in an objective and reasoned manner in writing to the other P=.

The issue shall be discussed in the Joint Sectoral Committee promptly upon such
notification. Where the EC dmmninmthatverification of equivalence is ~ it may
be carried out jointly by the P~ies in a timely manner, pursuant to Article 6.
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Article 12
,Vature of recognition of inspection reports

Inspection rqkrts (containing information as established underticle 8~”lnCh&?@CM3MP .
compliance assessmen~ prepared by authorities listed as equival~ wi.kb-~~tk
authority of the importing Party. Based on the detemimtx “on of a@wkxmm “ Jij@@K&th!l%
experience gaine4 these impection reports will normaUy be endomd.by tk&@&#?&ofXhc
importing Party, except under specific and delineated c~

,,.’,.4,,.:: ;-.:..
-*Sls131

circumstanm include indicationsof material inconsistmx
.“~“.-—.

“es or ●

&.”..:v’-..
~lm anymr...... .

inspection reporG quaiity defats identified in the post-marktsmmikK&~
evidence of serious concern in relation to product quality or WnsUmer !Jakiy -~
the authority of the importing Party may request clarification fiorn the -of.*
exporting Party which may lead to a request for re-inspctiom “k authorities~”emkmmr
to respond to rquests for clarification in a timely manner.

Where divergence is not clarified in this process, an authority of the ~sotmtqpmay
carry out an inspection of the production facility.

.Wticie 13
Transmission oj-post-approvai inspection reports

Post-approval GMP inspection reports concerning products covered by this ~w@l be
transmitted to the authority of the importing country within 60 calendar days of tikc
Shouid a new inspection be needed. the inspection report wiil be tmnsmMd ‘Woaielxisr
days of the request.
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&APTER ~

~OINT SECTORAL COMMITTEE

Article 17

Ro!e and”composi[ion of the Joint Sectorai Committee

.A Joint Sectorai Committee is set Up to monitor the activities under both the transitional and
operational phases of this Annex.

The Committee wiii be co-chaired by a representative of FDA for the US and a
representative of the EC who each wiUhave one vote. Decisions will be taken by unanimous
consent.

The Joint Sectoral Condtkds fh.nctionswill include:

1.

2.

3.

4.

making a joint assessment which must be agreed by both Partis of the equivalence of
the respective authorities,

developing and maintaining the list of equivalent authorities, including any limitation in
terms of inspecting type or produc~. and communicating the list to all authorities and
the Joint Committee.

providing a forum to discuss issues relating to this Annex, including concerns that an
authoritY may be no longer equivalent and opportunity to review product mverage

consideration of the issue of suspension.

The Joint Sectoral Committee shail meet at the request of either Party an& unless the
co-chairs otherwise agree. at least once each year. The Joint Committee will be kept
informed of the ,agenda and conclusions of meetings of the Joint Sectorai Committee.
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Efforts will be made by the Joint Sectorai committee to reach unanimous consenton the
appropriate action. If agreement to suspend is reached in the Joint Sectoml ~ an
authority may be suspended immediately theretier. If no agreement is reache4hxt&Joint
Sectoral Committee, the matter is referred to the Joint Committee. If no umhxmsconsent
is reached within 30 days after such notification. the contested authority wiU ksuqxmKW

Upon the suspension of an authority previously listed as equivai~ a Par&is mEionger
obligated to normally endorse the inspection reports of the suspded

●

~ AI?ar&
shall continue to normaily endorse the inspection reports of that autkity pricmb
suspension unless the authority of the receiving party decides otkwise lm9c&0mkalthor
safety considerations. The suspension till remain in effkct until unanimous consent has
been reached by the Parties on the fhture status of that authority.

-. )+-
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CHAPTER 7

SAFEGUARD CLAUSE

.Irticie 21

Each Party recognizes that the importing country has a right to fblfill its legal
responsibilities by taking actions necessary to ensure the protection of human and animal
health at the level of protection it deems appropriate. This includes the suspension of the
distribution+ product detention at the border of the importing country, withdrawal of the
ba~ches and any request for additional information or inspection as provided in Article 12.

X**
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CHAPTER 6
INFORMATION Excwmm

Article 18
Regdatory collaboration

The Parties and authorities shall inform and consuit one another, as pemittd by law, on
proposals to introduce new controis or to change existing technical reguktiom or impection
proced~ and to provide the oppoti~ to comment on such proposak

Article 19
Information relating to quality aspects

me authorities will edlish ~ appropriate rneans Of eXCM information on any

confirmed problem reports, corrective actions. retails, rejeeted import consignments and
other regulatory and etiorcement problems for products subject to this Annex.

.%=ticle 20
.I[ert System

The details of an alert system will be developed during the transitional period The system
will be maintained in piace at all times. Elements to be considered in developing such a
system are described in Appendix 5.

Contact points will be agreed bem-een both Parties to permit authorities to be made aware
with the appropriate speed in case uf quaii~ defect, retails, counterfeiting and other
problems concerning quality, which could necessitate additional controls or suspension of
the distribution of the product.
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For the United States:

Relevant sections of the United StatesFederalFood. Drug, and Cosmetic Act and the United States
Public Health Setvice Act

Relevant sections of Title 21, UnitedStates Code of Federal Regulations (CFR) Parts 1-99, Parts
200-299. Parts 500-599. and Parts 600-799

Relevant sections of the FDA InvestigationsOperations Manual, the FDA Regulatory Procedures
.ManuaLthe FDA Compliance Policy GuidancelManual.the FDA Compliance Program Guidance
.Manual,and other FDA guidances.

--
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~bie laws. re@a tions and administmtive ~v-

For the European Community:

Council Directive 65/65fEEC of 26 January 1965 on the approximation of provisions hid down by
law, regulation or administrative
widened and amended.

Council Directive 75/3 19/EEC of
law, regtdation or administrative
widened and amended.

action relating to proprietary medicinal products as e~

20 Mav i975 on the approximation of provisions id down by
action ‘reiating to proprietary medicinal products as ~

Council Directive 81/85 UEEC of 6 November 1981 on the appmdmation of the laws of the
Member States relating to veterinary medicinal products as widened and amended.

Commission Directive 91/356mEC of’ 13 June i991 laying down the principles and guiddks of
good manufacturing practice for medicinal products for human use

Commission Directive 9 l/412mEC of U J@ 199I laying down the principks and guidelines of
~~ mmufac~nng practice for veterinary medicinai products=

Council Regulation No (EEC) 2309/93 of 23 Juiy 1993 laying down Community procedures for the
authorization and supervision of medicinal products for human and veterinary use and establishing
a European Agency for the Evaluation of Medicinal Products

Council Directive 25/92/EEC of31 March 1$W on the Whoiesale distribution of medicimd products
for human use & Guide to Good Distribution Practice

Current version of the Guide to Good }Ianufacturlng Practice. Rules Governing Medicrnai Products
in the European Community. Voiume IJ”

3-,)( -
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Luxembourg:

The Netheriards:

Portugal:

Spain:

Sweden:

United Kingdom:

European Union:

Nlinistero deila San.iti Dipartimento alimenti e nutrizione e sanith
pubblica veterinarian - Div. IX. Roma (Veterinary)

Dirtxtion ciela Santi, Divisionde la Pharmacie et ties Mc$dicaments,
Luxembourg

Watstoezicht op de Volksgezondhcid,
Rijswijk

Inspectie vow de
.

@mdkd=oq3,

Instituto da Farmacia e do Medicamento (INF~), Lisboa

Ministerio Sanidady Consumo.Subdire=i6n. &nerd de Control
Fannac6utico, Madrid. (Human)
Minitio de A~icukum Pesca y Alimentaciou M*4 (V*)

LWemedeisverket ( Medical Products Agency), Uppsaia

Medicines Control Agency, London.
Veterinary Medicines Directorate, Addktone.

European Commission. Brusseis.
ELKopeanAgency for the Evacuation of Medicinai Products (EMEA),
London.
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.%PPENDIX 2
List of Authorities

United States
in the United States. the regulatory whorl~ ISthe Food and Drug Administration.

European Community

In the European Community, the regulatory authorities are the following:

Austria: BunciesministeriumFurArbei~ GesundheiLund So- Wien
Belgium: IW.nistbrievan SoclaleZakem, Voiksgezondhciden ~

des Afiaires Soclaies. Sante Publique et Environment/ Algemeine
Farmaceutische [nspectie. inspection Generale de la P~
Bmxe11esJ3russel.

Denmark Laegemiddelstryeisen. (Danish Medicines Agency), Brwnsh@

Finland: Laakelaittos/Lakemedelsverket (National Agency fm Medicin@, Helsinki.

France: Agence du Medicarnent. Direction de I’kspection et des ~
Saint Denis. (Human)
.~gence Nationaie du Medicament Veterinaire, Foug- (Veterinary) ‘

Germany: Bu.ndesgesundheitsministerium, Bonn.
Paul-Ehrlich Institut. Langen (bioiogicais oniy)
Zustandige Behorden der 16 Bundesiand= Bayeq Beriin
Brandenburg, Bremen. Hamburg, Hes~ Nied~ Ndrhti-
westf’en. Rhei_niand-Pfalz ,Mecklenberg-Vorpomm~ Sd=4
Sachsen. Sachsenatiait. Schleswog-Holste@ Thuringen.

Greece:

Ireland:
Italy:

--

Ministry or FIeaith mu ~~eifae, Nationai Drug Organisation (E.O.F.),
.\thens.

[rish lA4edicines Board. Dublin.
\linistero dells Simlta. Dipartimento Farmaci e Farmacovi_
Roma. (Human)

- ,,
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~Tos..~u w. PHARMACEUTICAL GOOD MANUFKITRING ~CTICES (GMPs) ANN13X

.4PPmDIx 4

I. LegaURegtdatory authority and structure and proced- providing for post- and pre-
approvak

A.
B.

c.

D.

E.

F.
G.
H.

Appropriate statutory mandate and jurisdiction.
Ability to issue and update binding requirementson GMPsand guidmce docma@.

Authority to make inspections, review and copy documents, and to take samples
and coilect other evidence.
Ability to enforce requiremen~ and to remove products found in violation of such
requirementsfrom the market.
Substantive cummt good manufacwringrequirements.
Accountabilityof the regulatoryauthority.
inventory of current products and manufacturers.

System for maintaining or accessing inspection reports, sarnpies and othexamdyticai
da@ and other firrdproduct information relating to matters covered by this Sectoral
Annex.

H. Mechanisms in place to assure appropriate professional standards and avoidance of conflicts
of interest.

1II. .\dministration of the regulatory authorny:
.\. Standards of educatiomquaiitlcation and training.

B. Effective quality assurance s}s[erns measures to ensure adequate job performance.

1--. ~toproprtate staI-r7ng ma resources [o enrorce iaws and regulations.

-..,. -
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MPENDIX 3
of Products co vered by the Secto~

Recognizing that precise definition of medicinal products and drugs-arc to be found in the ‘
legislations ref~ to above, an indicative list of products covered by the ~ is given
beiow:

human medicinal products including prescription and non-prescri@on dru~

human biological inciuding vaccines. and immunological;

veterinary pharmaceuticals, including prescription and no~
. .

--**
exclusion of veterinary immunological:

pre-mixes for the preparation of veterin~ medicated feeds (EC), TP A rnedkated artkies for
the preparation of veterin~ medicated feeds(US);

- intermediate products and active plmrmaceuticai ingredients or bulk p~ “CSiS@Js)krting
materials (EC).

--—,--
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U.S.-EU MRA - PHMWMCEUTICALGOODMANUFACTURINGPRACTICES(GMPs) Mmx

VII. Additional specific criteria for pre-approvai inspections

A. Satisfactory demonstration through a jointly developed and administered training
program and joint inspections to assess the authorities’ capabilities.

B. Pre-inspectionpreparation includesthe review of appropriate records, including site plans
and drug master file or similar documentationto enable adequate inspections.

C. Ability to veri~ chemistry, manufacturing and control data supporting an application is
authentic and complete.

D. Ability to assess and evaluate research and development data as scientifically sound,

especially transfer technology of pilot, scale up and fill scaie production batches.

E. Ability to veri& conformity of the on site processes and procedures with thost
in the application.

F. Review and evaluate equipment installation,operational and performance qua
dat~ and evaluate test method validation.

described

ification
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[V. Conduct of Inspections:
.% Adequate pre-inspection preparation.includingappropriate expertk of

investigator/team, review of firnuproduct and databases, and availabiMy of appropriate
inspection equipment.

B. Adequate conduct of inspection. including statutory access to f=a cffb&ve.
response to refisds, depth and competenceof evaluation of o~ syatmm+and
documentation; collection of evidence:appropriate duration of inspdon and
completeness of written repofi of observationsto fm management

C. Adequate post-inspection activities. inciuding completcn~ of”~’ -
inspection report review Where appropriate, and conduct of follow-up inqmdom and
other activities where appropriate.assuranceof preservation and retrkwd of records.

V. Execution of regulatory enforcement actions to achieve comction% designed to prevent fhture
violations. and to remove produc~ foundin violation of requirements from tic maric-

VI. Effective Use of Surveillance Systems:
A. Sampiing and anaiysis

B. Recall monitoring

c. Product defect reporting s}’stem

!3. Routine su~eillance inspections

F
w. Verification of approved manufacturing process changes to marketing

uthoriza~lons/ approved aopiicatlons

-1
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4. Quality Assurance System

Pharmacovigilance programme

Surveillance/monitoring of implementation of corrective action

5. Contact points

For the purpose of this agreement, the contact points for the alert system will be:

for the European Community,

the Executive Director of the European Agency for
Products, 7, Westferry Circus, Canary Wharf, UK -
Telephone +44- 171-4188400, Fax418 8416.

for the United States :

the Evaluation of Medicinal
London E14 4HB, England.
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APPENDIX 5

~t!lmco nsidered ~ ~eveloning ~ Two-wav Alert Svstem

1. Documentation

Definition of a crisis/emergency and under what circumstances an alert is required

Standard Operating Procedures (SOPS)

Mechanism of health hazards evaluation and classification

Language of communication and transmission of information

2. Crisis Management System

Crisis analysis and communication mechanisms

Establishment of contact points

Reporting mechanisms

3. Enforcement Procedures

Follow-up mechanisms

Corrective action procedures
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SECTORAL ANNEX ON

MEDICAL DEVICES

PREAMBLE

Recognizing that this Annex constitutes a Sectoral Annex to the Agreement on Mutual
Recognition in Relation to Cotiormity Assessment (Agreement) between the United States

(U.S.) and the European Community (EC),

Acknowledging that carrying out the provisions of this Annex wilI fhrther public health
protection, will bean important means of facilitating commerce in medical devices, and
will lead to reduced costs for regulators and manufacturers of both Parties,

The Parties agree as follows:

CHAPTER 1
Purpose, Scope, and Coverage of the Sectorai Annex

AticIe 1
Purpose
1. The purpose of this Annex is to specify the conditions under which a Party will accept
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UNITED STATES OF AMERICA - EUROPEAN COMMUNITY

MUTUAL RECOGNITION AGREEMENT OF

CONFORMITY ASSESSMENT

SECTOWL ANNEX ON

MEDICAL I)EVICES
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1. Quality System J3aluation ~- U.S.-type surveillance/post-market and
initial/pre-approval inspection reports and EC-type quality system evaluation
reports will be exchanged with regard to all products regulated under both
U.S. and EC law as medical devices.

2. -~ J3valuation - U.S.-type premarket (5 10(k)) product evaluation
reports and EC-type-testing reports will be exchanged only with regard to
those products classified under the U.S. system as Class I/Class II - Tier 2
medical devices which are listed in Appendix 2.

3. Post-Mark et Vi~ilance Reports - Post-market vigilance reports will be
exchanged with regard to all products regulated under both U.S. and EC law
as medical devices.

Additional products and procedures may be made subject to this Annex by agreement of the
Parties.

Article 4
Regulatory Authorities
The regulatory authorities shall have the responsibility of implementing the provisions of
this Annex, including the designation and monitoring of CABS. Regulatory authorities are
specified in Appendix 3. Each Party wili promptly noti& the other Party in writing of any
change in the regulatory authority for a country.

CHAPTER 2
Transition Period

Article 5

Length and purpose of transition period
There will be a three-year transition period immediately following the date of entry into
force of the Agreement. During the transition period, the Parties will engage in cotildence-
building activities for the purpose of obtaining sufficient evidence to make determinations
concerning the equivalence of CABS of the other Party with respect to the ability to petiorm
quality system and product evaluations or other reviews resulting in reports to be
exchanged under this Annex.

-81-



US -EC MRA Medical Devices Annex

the results of quality system-related evaluations and inspections and prema.rket evaluations
of the other Party with regard to medical devices as conducted by listed conformity
assessment bodies (CABS) and to provide for other related cooperative activities.

2. This Annex is intended to evolve as programs and policies of the Parties evolve.
Parties will review this Annex periodically, in order to assess progress and identi~
potential enhancements to this Annex as FDA and EC policies evolve overtime.

Article 2
Scope

The

1. The provisions of this Annex shall apply to the exchange and, where appropriate,
endorsement of the following types of reports from CABS assessed to be equivalent:

a. Under the U.S. system,
inspection reports;

b. Under the U.S. system,

surveillance/post-market and initial/pre-approval

premarket (510(k)) product evaluation reports;

c. Under the EC system, quality system evaluation reports; and

d. Under the EC system, EC type examination and verification reports.

Appendix 1 names the legislation, regulations, and related procedures under which: (a)
products are regulated as medical devices by each Party; (b) CABS are designated and
cordkmed; and (c) these reports are prepared.

2. For purposes of this Annex, equivalence means that: CABS in the EC are capable of
conducting product and quality systems evaluations against U.S. regulatory requirements in
a manner equivalent to those conducted by FDA; and CABS in the U.S. are capable of
conducting product and quality systems evaluations against EC regulatory requirements in a
manner equivalent to those conducted by EC CABS.

Article 3
Product Coverage
There are three components to this agreement each covering a discrete range of products:

--
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4. Both Parties will exercise good faith efforts to complete the confidence building
activities as expeditiously as possible to the extent that the resources of the Parties allow.

5. Both the EC and the U.S. will each prepare annual progress reports which will describe
the confidence building activities undertaken during each year of the transition period. The
form and content of the reports will be determined by the Parties through the Joint Sectoral
Committee.

Article 8
Other transition period activities
1. During the transition period, the Parties will jointly determine the necessary itiormation
which must be present in quality system and product evaluation reports.

2. The Parties will jointly develop a notification and alert system to be used in case of
defects, recalls, and other problems concerning product quality that could necessitate
additional actions (e.g., inspections by the Parties of the importing country) or suspension
of the distribution of the product.

CHAPTER 3
End of transition period

Article 9
Equivalence Assessment
1. In the final six months of the transition period, the Parties shall proceed to a joint
assessment of the equivalence of the CABS that participated in the cotildence building
activities. CABS will be determined to be equivalent provided they have demonstrated
proficiency through the submission of a sufficient number of adequate reports. CABS may
be determined to be equivalent with regard to the ability to perform any type of quality
system or product evaluation covered by this Annex and with regard to any type of product
covered by this Annex. The partiesshall dwelop a list contained in Appendix 5 of CABS
determined to be equivalent which shall contain a fill explanation of the scope of the
equivalency determination, including any appropriate limitations, with regard to
performing any type of quality system or product evaluation.

2. The Parties shal allow CABS not listed for participation in the MRA, or

-83-
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Article 6
Listing of CABs
Each Party shall designate CABS to participate in confidence-building activities by
transmitting to the other Party a list of CABS which meet the criteria for technical
competence and independence, as identified in Appendix 1. The list shall be accompanied
by supporting evidence. Designated CABS will be listed in Appendix 4 for participation in
the conildence building activities once confhrned by the importing Party. Non-
confh=mationwould have to be justified based on documented evidence.

Article 7
Confidence Building Activities
1. At the beginning of the transitional period, the Joint Sectoral Group will establish a joint
confidence building program calculated to provide sufficient evidence of the capabilities of
the designated CABS to perform quality system or product evaluations to the specifications
of the Parties.

2. The joint confidence building programshouldincludethe following actions and
activities:

a. Seminars designed to inform the Parties and CABS about each Party’s
regulatory system, procedures. and requirements;

b. Workshops designed to provide the Parties with information regarding
requirements and procedures for the designation and surveillance of CABS;

c. Exchange of information about reports prepared during the transition
period;

d. Joint training exercises: and

e. Observed inspections.

3. During the transition period, any significant problem that is identified with a CAB may
be the subject of cooperative activities. as resources allow and as agreed to by the

~. regulatory authorities. aimed at resolving the problem.

-82-



US-EC Medical Devices Annex

a. Full reports of initial quality system evaluations;

b. Abbreviated reports of quality systems surveillance audits.

3. If the abbreviated reports do not provide sufficient information, the importing Party may
request additional clarification from the CAB.

4. Based on the determination of equivalence in light of the experience gained, the quality
system evaluation reports prepared by the CABS listed as equivalent will normally be
endorsed by the importing Party, except under specific and delineated circumstances.
Exa.rnples of such circumstances include indications of material inconsistencies or
inadequacies in a report, quality defects identified in post-market surveillance or other
specific evidence of serious concern in relation to product quality or consumer safety. In
such cases, the importing Party may request clarification from the exporting Party which
may lead to a request for re-inspection. The Parties will endeavor to respond to requests for
clarification in a timely manner. Where divergence is not clarified in this process, the
importing Party may carry out the quality system evaluation.

Article 12
Exchange and endorsement of product evaluation reports
1. EC CABS listed for this purpose will, subject to the specifications and limitations on the
list, provide to the FDA 510(k) premarket notification assessment reports prepared to U.S.
medical device requirements.

2. U.S. CABS will, subject to the specifications and limitations on the list, provide to the
EC notified body of the manufacturer’s choice, type examination and verification reports
prepared to EC medical device requirements.

3. Based on the determination of equivalence in light of the experience gained, the product
evaluation reports prepared by the CABS listed as equivalent will normally be endorsed by
the importing Party, except under specitlc and delineated circumstances. Examples of such
circumstances include indications of material inconsistencies, inadequacies, or
incompleteness in a product evacuation report, or other specific evidence of serious concern
in relation to product safety, performance. or quality. In such cases, the importing Party
may request clarification from the exporting Party which may lead to a request for a re-
evaluation. The parties will endeavor to respond to requests for clarification in a timely
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participation only as to certain types of evaluations, to apply for participation in this MIU4
once the necessary measures have been taken or sufficient experience has been gained, in
accordance with Article 18.

3. Decisions concerning the equivalence of CABS must be agreed to by both Parties.

CHAPTER 4
Operational Period

Article 10
Start of the operational period

1. The operational period will start at the end of the transition period after the Parties have
developed the list of CABS found to be equivalent. The provisions of this Chapter will
apply only with regard to listed CABS and oniy to the extent of any specifications and
limitations contained on the list with regard to a CAB.

2. The operational period will apply to quality system evaluation reports and product
evaluation reports generated by CABS listed in accordance with this Annex for the
evaluations performed in the respective territories of the Parties, except if the Parties agree
otherwise.

Articie 11
Exchange and endorsement of quality system evaluation reports
1. Listed EC CABS will provide FDA with reports of quality system evaluations, as
follows:

a. For pre-approval quality system evaluations, EC CABS will provide fill
reports; and

b. For surveillance quality system evaluations, EC CABS will provide
abbreviated reports.

*- 2. Listed U.S. CABS will provide to the EC Notified Body of the manufacturer’s choice:
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3. Following such annual designations, the procedures for confkmation of CABS under
Articles 7(c) and (d) of the Agreement shall apply.

CHAPTER5
Joint Sectoral Committee

Article 17
Role and composition of the Joint Sectoral Committee
1. A Joint Sectoral Management Committee is set up to monitor the activities under both
the transitional and operational phases of this Annex.

2. The Committee will be co-chaired by a representative of the FDA for the U.S. and a
representative of the EC who will each have one vote. Decisions will be taken by
unanimous consent.

3. The JSC’S functions will include:

a. making a joint assessment of the equivalence of CABS;

b. developing and maintaining the list of equivalent CABS, including any limitation
. in terms of their scope of activities and communicating the list to all authorities and
the Joint Committee;

c. providing a forum to discuss issues relating to this Annex, including concerns
that a CAB may no longer be equivalent and opportunity to review product
coverage; and

d. consideration of the issue of suspension.
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manner. Endorsement remains the responsibility of the importing Party.

Article 13
Transmission of quality system evaluation reports
Quality system evaluation reports covered by Article 11 concerning products covered by
this Annex shall be transmitted to the importing Party within 60 calendar days of a request
by the importing Party. Should a new inspection be requested the time period shall be
extended by an additional 30 calendar days. A Party may request a new inspectio~ for
cause, identified to the other Party. If the exporting Party cannot perform an inspection
within a specified period of time, the importing Party may perform an inspection on its
own.

Article 14
Transmimion of product evaluation reports
Transmission of product evaluation reports will take place according to the importing

Party’s specified procedures.

Article 15
Monitoring continued equivalence
Monitoring activities will be carried out in accordance with Article 10 of the Agreement. ‘#l

Article 16
Listing of Additional CABS
1. During the operational phase, additional CABS will be considered for equivalence using
the procedures and criteria described in Articles 6, 7, and 9 of this Annex, taking into

account the level of confidence gained in the overall regulatory system of the other Party.

2. Once a designating authority considers that such CABS, having undergone the
procedures of Articles 6, 7, and 9 of this Annex, maybe determined to be equivalent, it will
then designate those bodies on an annual basis. Such procedures satisfi the procedures of

Article 7(a) and (b) of the Agreement.
--
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CHAPTER 6

Harmonization and Information Exchange

Article 18
Harmonization
During both the transitional and operational phases of this Agreement, both Parties intend
to continue to participate in the activities of the Global Harmonization Task Force and
utilize the results of those activities to the extent possible. Such participation involves
developing and reviewing documents developed by the Global Harmonization Task Force
and jointly determining whether they are applicable to the implementation of this
Agreement.

Articie 19
Regulatory cooperation
The Parties and authorities shall inform and consult with one another, as permitted by law,
of proposals to introduce new controls or to change existing technical regulations or
inspection procedures and to provide the opportunity to comment on such proposals.

The Parties shail notifi each other in writing of any changes to Appendix 1.

Article 20
Alert system and ~change of post-market vigilance reports
1. h alert system will be set up during the transition period and maintained thereafter by
which the Parties wiII notifi each other when there is an immediate danger to pubiic health.
Elements of such a system till be described in an Appendix to be attached to this Sectoral
Annex. As part of that system, each Party shall noti~ the other Party of any confirmed
problem reports, corrective actions. or recalls. These reports are regarded as part of
ongoing investigations.

2. Contact points will be agreed between both Parties to permit authorities to be made
aware with the appropriate speed in case of quality defect, batch recalls, countetieiting and
other problems concerning quality, which could necessitate additional controls or
suspension of the distribution of the product.
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APPENDIX 2
Scope of Product Coverage

1. Initial Coverage of the Transition Period

Upon entry into force of this Annex,l products qualifying for the transitional arrangements
under this Agreement include:

a. All Class I products requiring premarket evaluations in the United States - see Table
1.

b. Those Class II products listed in Table 2.

2. During the Transition Period

The Parties will jointly identi~ additional product groups, including their related
accessories, in iine with their respective priorities as follows:

a. Those for which review may be based primarily on written guidance which
Parties will use their best efforts to prepare expeditiously; and

the

b. Those for which review maybe based primarily on international standards, in order
for the Parties to gain the requisite experience.

The corresponding additional product lists will be phased in on an annual basis. The
Parties may consult with industry and other interested Parties in determining which
products will be added.

] It is understood that the date of entry into force wiil not occur prior to June 1, 1998
unless the Parties decide othervvise.
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APPENDIX 1
Relevant Legislation, Regulations and Procedures

1. For the European Union the following legislation applies to Article 2 paragraph 1:

a. Council Directive 901385~EC of 20 June 1990 on active impkmtable medical devices
-OJ No. L 189,20.7.1990, p. 17. Conformity assessment procedures.
*Annex 2 (with the exception of section 4)
*Annex 4
*Annex 5

b. Council Directive93142/EEC of 14 June 1993 on Medical Devices OJ No. L
169,12.7.1993, p. 1. Conformity assessment procedures.

*Annex 2 (with the exception of section 4)
*Annex 3
*Annex 4
*Annex 5
*Annex 6

2. For the United States, the following legislation applies to Article 2 paragraph 1:

a. The Federal Food, Drug and Cosmetic Act, 21 U.S.C. ~~ 321 et seq.
b. The Public Health Service Act, 42 U.S.C. ~~ 201 et sea.
c. Regulations of the United States Food and Drug Administration found at 21 C.F.R., in

particdar, Parts 800 to 1299.
d. Medical Devices; Third-Party Review of Selected Premarket Notifications; Pilot

Program, 61 Fed. Reg. 14,789-14.796 (April 3, 1996).

-90-



US -EC MRA Medical Devices Annex
Titblc 1

TABLE 1

CLASS I PRODUCTS REQUIRING PREMARKET EVALUATIONS
IN THE UNITED STATES, lNCLUDED lN SCOPE OF PRODUCT COVERAGE AT BEGINNING

OF TRANSISTION PERIOD
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3. Commencement of the Operational Period

a. At the commencement of the operational period, product coverage shall extend to all
Class VII products covered during the transition period.

b. FDA will expand the program to categories of Class 11devices as is consistent with
the results of the pilot, and with the FDA’s ability to write guidance documents if the
device pilot for the third party review of medical devices is successful. The MRA will
cover to the maximum extent feasible all Class 11devices listed in Table 3 for which
FDA-accredited third-party review is available in the U.S..

4. Unless explicitly included by joint decision of the Parties, this agreement does not cover
any U.S. Class II -tier 3 or any Class III product under either system.
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MEMO-UM OF UNDERSTANDING
FWMEWORK AGREEMENT ON MUTUAL

AMERICA AND

4 225-98-8002

REGARDING THE JOINT COMMITTEE UNDER THE
RECOGNITION BETWEEN THE UNITED STATES OF

THE EUROPEAN COMMUNITY

The united States and the European Community have negotiated an Agreement on Mutual
..Recognition (the “Agreement”), consisting of an uinbre~la agreement and several sectoral

annexes. Products covered in the Sectoral Annex for Pharmaceutical Good Manufacturing
Practices (“GMPs”) and the Sectoral Annex on Medical Devices are regulated by the United
States Food and Drug Administration (“FDAm) .

The umbrella agreement establishes a Joint Committee responsible for the effective
functi.oni.ng of the Agreement as a whole, and the sectoral annexes on pharmaceutical GMPs
and medical devices establish separate Joint Sectoral Committees responsible for the
operation of the respective sectoral annexes. under the Agreement, issues discussed in
the Joint Sectoral Committees regarding, among other things, equivalence determinations of
authorities or conformity assessment bodies, may be referred to the Joint Committee.

.
In recognition of the relationship between the Agreement and FDA’s core domestic statut~ry
and regulatory responsibilities relating to protection of health and safety under the
Federal Food, Drug, and Cosmetic Act, the Public Health Service Act, and related statutes,
execution of which is committed to FDA, and in light of the united States Trade
Representative’s (USTR) role under section 141 of the Trade Act of 1974 and Reorganization
Plan #3 of 1979, FDA and USTR set forth in this Memorandum of Understanding (“MOU”) the
understandings and procedures which will guide their cooperative execution of the Joint
Committee provisions of the Agreement.

Upon establishment of the Joint Committee pursuant to Article 14 of the Agreement, USTR
shall notify FDA of matters to be considered by the Joint Committee. Subject to
arrangements with other agencies covered by the Agreement, USTR normally shall speak for
and vote on behalf of the United States in the Joint Committee. A representative of FDA
shall speak for and vote on behalf of the united States on any matter pertaining to FDA’s
statutory or regulatory authority. The representative of FDA shall also represent the USG
on such matters in any other committees or bodies with similar functions established under
the Agreement or its annexes.

%san G. Esserman
General Counsel
United States Trade Representative

Date&’’’’”

Michael A. Friedman, M.D.
Lead Deputy Commissioner,
united States Food and Drug Admini.strati.on




