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TABLE 3.—MEDICAL DEVICES FOR POSSIBLE INCLUSION IN SCOPE OF PRODUCT COVERAGE DURING
OPERATIONAL PERIOD1—Continued

Product Family 21 CFR Section No Device Name Tier

892.1900 Automatic radiographic film
processor

2

892.1980 Radiologic table 1
CT Scanner 892.1750 Computed tomography x-ray

system
2

Radiation Therapy 892.5050 Medical charged-particle radi-
ation therapy system

2

892.5300 Medical neutron radiation
therapy system

2

892.5700 Remote controlled radio-
nuclide applicator system

2

892.5710 Radiation therapy beam-shap-
ing block

2

892.5730 Radionuclide brachytherapy
source

2

892.5750 Radionuclide radiation therapy
system

2

892.5770 Powered radiation therapy pa-
tient support assembly

2

892.5840 Radiation therapy simulation
system

2

892.5930 Therapeutic x-ray tube hous-
ing assembly

1

Nuclear Medicine 892.1170 Bone densitometer 2
892.1200 Emission computed tomog-

raphy system
2

892.1310 Nuclear tomography system 1
892.1390 Radionuclide rebreathing sys-

tem
2

General/Plastic Surgery Panel
Surgical Lamps 878.4630 Ultraviolet lamp for dermato-

logic disorders
2

890.5500 Infrared lamp 2
878.4580 Surgical lamp 2

Electrosurgical Cutting
Equipment

878.4810 Laser surgical instrument for
use in general and plastic
surgery and in dermatology

2

878.4400 Electrosurgical cutting and co-
agulation device and acces-
sories

2

Miscellaneous 878.4780 Powered suction pump 2

1Descriptive information on product codes, panel codes, and other medical device identifiers may be viewed on FDA’s Internet
Web Site at ‘‘http://www.fda.gov/cdrh/prodcode.html’’.

[63 FR 60141, Nov. 6, 1998; 64 FR 16348, Apr. 5,
1999]

APPENDIXES C–F TO SUBPART B OF PART
26 [RESERVED]

Subpart C—‘‘Framework’’
Provisions

§ 26.60 Definitions.
(a) The following terms and defini-

tions shall apply to this subpart only:
(1) Designating Authority means a

body with power to designate, monitor,
suspend, remove suspension of, or with-
draw conformity assessment bodies as
specified under this part.

(2) Designation means the identifica-
tion by a designating authority of a

conformity assessment body to perform
conformity assessment procedures
under this part.

(3) Regulatory Authority means a gov-
ernment agency or entity that exer-
cises a legal right to control the use or
sale of products within a party’s juris-
diction and may take enforcement ac-
tion to ensure that products marketed
within its jurisdiction comply with
legal requirements.

(b) Other terms concerning con-
formity assessment used in this part
shall have the meaning given elsewhere
in this part or in the definitions con-
tained in ‘‘Guide 2: Standardization
and Related Activities—General Vocab-
ulary of the International Organization
for Standardization (ISO) and the
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International Electrotechnical Com-
mission (IEC)’’ (ISO/IEC Guide 2) (1996
edition), which is incorporated by ref-
erence in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies are
available from the International Orga-
nization for Standardization, 1, rue de
Varembé, Case postale 56, CH–1211
Genève 20, Switzerland, or on the Inter-
net at ‘‘http://www.iso.ch’’ or may be
examined at the Food and Drug Admin-
istration’s Medical Library, 5600 Fish-
ers Lane, rm. 11B–40, Rockville, MD
20857, or the Office of the Federal Reg-
ister, 800 North Capitol St. NW., suite
700, Washington, DC. In the event of an
inconsistency between the ISO/IEC
Guide 2 and definitions in this part, the
definitions in this part shall prevail.

§ 26.61 Purpose of this part.

This part specifies the conditions by
which each party will accept or recog-
nize results of conformity assessment
procedures, produced by the other par-
ty’s conformity assessment bodies
(CAB’s) or authorities, in assessing
conformity to the importing party’s re-
quirements, as specified on a sector-
specific basis in subparts A and B of
this part, and to provide for other re-
lated cooperative activities. The objec-
tive of such mutual recognition is to
provide effective market access
throughout the territories of the par-
ties with regard to conformity assess-
ment for all products covered under
this part. If any obstacles to such ac-
cess 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 on Mutual
Recognition Between the United States
of America and the European Commu-
nity,’’ from which this part is derived,
in accordance with § 26.80.

§ 26.62 General obligations.

(a) The United States shall, as speci-
fied in subparts A and B of this part,
accept or recognize results of specified
procedures, used in assessing con-
formity to specified legislative, regu-
latory, and administrative provisions
of the United States, produced by the

other party’s conformity assessment
bodies (CAB’s) and/or authorities.

(b) The European Community (EC)
and its Member States shall, as speci-
fied in subparts A and B of this part,
accept or recognize results of specified
procedures, used in assessing con-
formity to specified legislative, regu-
latory, and administrative provisions
of the EC and its Member States, pro-
duced by the other party’s CAB’s and/
or authorities.

(c) Where sectoral transition ar-
rangements have been specified in sub-
parts A and B of this part, the obliga-
tions in paragraphs (a) and (b) of this
section will apply following the suc-
cessful completion of those sectoral
transition arrangements, with the un-
derstanding that the conformity as-
sessment procedures utilized assure
conformity to the satisfaction of the
receiving party, with applicable legis-
lative, regulatory, and administrative
provisions of that party, equivalent to
the assurance offered by the receiving
party’s own procedures.

§ 26.63 General coverage of this part.
(a) This part applies to conformity

assessment procedures for products
and/or processes and to other related
cooperative activities as described in
this part.

(b) Subparts A and B of this part may
include:

(1) A description of the relevant leg-
islative, regulatory, and administra-
tive provisions pertaining to the con-
formity assessment procedures and
technical regulations;

(2) A statement on the product scope
and coverage;

(3) A list of designating authorities;
(4) A list of agreed conformity assess-

ment bodies (CAB’s) or authorities or a
source from which to obtain a list of
such bodies or authorities and a state-
ment of the scope of the conformity as-
sessment procedures for which each has
been agreed;

(5) The procedures and criteria for
designating the CAB’s;

(6) A description of the mutual rec-
ognition obligations;

(7) A sectoral transition arrange-
ment;

(8) The identity of a sectoral contact
point in each party’s territory; and
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(9) A statement regarding the estab-
lishment of a Joint Sectoral Com-
mittee.

(c) This part shall not be construed
to entail mutual acceptance of stand-
ards or technical regulations of the
parties and, unless otherwise specified
in subpart A or B of this part, shall not
entail the mutual recognition of the
equivalence of standards or technical
regulations.

§ 26.64 Transitional arrangements.
The parties agree to implement the

transitional commitments on con-
fidence building as specified in sub-
parts A and B of this part.

(a) The parties agree that each sec-
toral transitional arrangement shall
specify a time period for completion.

(b) The parties may amend any tran-
sitional arrangement by mutual agree-
ment.

(c) Passage from the transitional
phase to the operational phase shall
proceed as specified in subparts A and
B of this part, unless either party docu-
ments that the conditions provided in
such subpart for a successful transition
are not met.

§ 26.65 Designating authorities.
The parties shall ensure that the des-

ignating authorities specified in sub-
part B of this part have the power and
competence in their respective terri-
tories to carry out decisions under this
part to designate, monitor, suspend, re-
move suspension of, or withdraw con-
formity assessment bodies (CAB’s).

§ 26.66 Designation and listing proce-
dures.

The following procedures shall apply
with regard to the designation of con-
formity assessment bodies (CAB’s) and
the inclusion of such bodies in the list
of CAB’s in subpart B of this part:

(a) The designating authority identi-
fied in subpart B of this part shall des-
ignate CAB’s in accordance with the
procedures and criteria set forth in
subpart B of this part;

(b) A party proposing to add a CAB to
the list of such bodies in subpart B of
this part shall forward its proposal of
one or more designated CAB’s in writ-
ing to the other party with a view to a
decision by the Joint Committee;

(c) Within 60 days following receipt of
the proposal, the other party shall in-
dicate its position regarding either its
confirmation or its opposition. Upon
confirmation, the inclusion in subpart
B of this part of the proposed CAB or
CAB’s shall take effect; and

(d) In the event that the other party
contests on the basis of documented
evidence the technical competence or
compliance of a proposed CAB, or indi-
cates in writing that it requires an ad-
ditional 30 days to more fully verify
such evidence, such CAB shall not be
included on the list of CAB’s in subpart
B of this part. 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 CAB in subpart B
may be resubmitted to the other party.

§ 26.67 Suspension of listed conformity
assessment bodies.

The following procedures shall apply
with regard to the suspension of a con-
formity assessment body (CAB) listed
in subpart B of this part.

(a) A party shall notify the other
party of its contestation of the tech-
nical competence or compliance of a
CAB listed in subpart B of this part
and the contesting party’s intent to
suspend such CAB. Such contestation
shall be exercised when justified in an
objective and reasoned manner in writ-
ing to the other party;

(b) The CAB shall be given prompt
notice by the other party and an oppor-
tunity to present information in order
to refute the contestation or to correct
the deficiencies which form the basis of
the contestation;

(c) Any such contestation shall be
discussed between the parties in the
Joint Sectoral Committee described in
subpart B of this part. If there is no
Joint Sectoral Committee, the con-
testing party shall refer the matter di-
rectly 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 CAB shall be sus-
pended;

(d) Where the Joint Sectoral Com-
mittee or Joint Committee decides
that verification of technical com-
petence or compliance is required, it
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shall normally be carried out in a time-
ly manner by the party in whose terri-
tory the body in question is located,
but may be carried out jointly by the
parties in justified cases;

(e) If the matter has not been re-
solved by the Joint Sectoral Com-
mittee within 10 days of the notice of
contestation, the matter shall be re-
ferred to the Joint Committee for a de-
cision. If there is no Joint Sectoral
Committee, the matter shall be re-
ferred directly to the Joint Committee.
If no decision is reached by the Joint
Committee within 10 days of the refer-
ral to it, the CAB shall be suspended
upon the request of the contesting
party;

(f) Upon the suspension of a CAB list-
ed in subpart B of this part, a party is
no longer obligated to accept or recog-
nize the results of conformity assess-
ment procedures performed by that
CAB subsequent to suspension. A party
shall continue to accept the results of
conformity assessment procedures per-
formed by that CAB prior to suspen-
sion, unless a regulatory authority of
the party decides otherwise based on
health, safety or environmental consid-
erations or failure to satisfy other re-
quirements within the scope of subpart
B of this part; and

(g) The suspension shall remain in ef-
fect until agreement has been reached
by the parties upon the future status of
that body.

§ 26.68 Withdrawal of listed conformity
assessment bodies.

The following procedures shall apply
with regard to the withdrawal from
subpart B of this part of a conformity
assessment body (CAB):

(a) A party proposing to withdraw a
CAB listed in subpart B of this part
shall forward its proposal in writing to
the other party;

(b) Such CAB shall be promptly noti-
fied by the other party and shall be
provided a period of at least 30 days
from receipt to provide information in
order to refute or to correct the defi-
ciencies which form the basis of the
proposed withdrawal;

(c) Within 60 days following receipt of
the proposal, the other party shall in-
dicate its position regarding either its
confirmation or its opposition. Upon

confirmation, the withdrawal from the
list in subpart B of this part of the CAB
shall take effect;

(d) In the event the other party op-
poses the proposal to withdraw by sup-
porting the technical competence and
compliance of the CAB, the CAB shall
not at that time be withdrawn from
the list of CAB’s in subpart B of this
part. In this instance, the Joint Sec-
toral Committee or the Joint Com-
mittee may decide to carry out a joint
verification of the body concerned.
After the completion of such
verification, the proposal for with-
drawal of the CAB may be resubmitted
to the other party; and

(e) Subsequent to the withdrawal of a
CAB listed in subpart B of this part, a
party shall continue to accept the re-
sults of conformity assessment proce-
dures performed by that CAB prior to
withdrawal, unless a regulatory au-
thority of the party decides otherwise
based on health, safety, and environ-
mental considerations or failure to sat-
isfy other requirements within the
scope of subpart B of this part.

§ 26.69 Monitoring of conformity as-
sessment bodies.

The following shall apply with regard
to the monitoring of conformity assess-
ment bodies (CAB’s) listed in subpart B
of this part:

(a) Designating authorities shall as-
sure that their CAB’s listed in subpart
B of this part are capable and remain
capable of properly assessing con-
formity of products or processes, as ap-
plicable, and as covered in subpart B of
this part. In this regard, designating
authorities shall maintain, or cause to
maintain, ongoing surveillance over
their CAB’s by means of regular audit
or assessment;

(b) The parties undertake to compare
methods used to verify that the CAB’s
listed in subpart B of this part comply
with the relevant requirements of sub-
part B of this part. Existing systems
for the evaluation of CAB’s may be
used as part of such comparison proce-
dures;

(c) Designating authorities shall con-
sult as necessary with their counter-
parts, to ensure the maintenance of
confidence in conformity assessment
procedures. With the consent of both
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parties, this consultation may include
joint participation in audits/inspec-
tions related to conformity assessment
activities or other assessments of
CAB’s listed in subpart B of this part;
and

(d) Designating authorities shall con-
sult, as necessary, with the relevant
regulatory authorities of the other
party to ensure that all technical re-
quirements are identified and are satis-
factorily addressed.

§ 26.70 Conformity assessment bodies.
Each party recognizes that the con-

formity assessment bodies (CAB’s) list-
ed in subpart B of this part fulfill the
conditions of eligibility to assess con-
formity in relation to its requirements
as specified in subpart B of this part.
The parties shall specify the scope of
the conformity assessment procedures
for which such bodies are listed.

§ 26.71 Exchange of information.
(a) The parties shall exchange infor-

mation concerning the implementation
of the legislative, regulatory, and ad-
ministrative provisions identified in
subparts A and B of this part.

(b) Each party shall notify the other
party of legislative, regulatory, and ad-
ministrative changes related to the
subject matter of this part at least 60
days before their entry into force.
Where considerations of safety, health
or environmental protection require
more urgent action, a party shall no-
tify the other party as soon as prac-
ticable.

(c) Each party shall promptly notify
the other party of any changes to its
designating authorities and/or con-
formity assessment bodies (CAB’s).

(d) The parties shall exchange infor-
mation concerning the procedures used
to ensure that the listed CAB’s under
their responsibility comply with the
legislative, regulatory, and administra-
tive provisions outlined in subpart B of
this part.

(e) Regulatory authorities identified
in subparts A and B of this part shall
consult as necessary with their coun-
terparts, to ensure the maintenance of
confidence in conformity assessment
procedures and to ensure that all tech-
nical requirements are identified and
are satisfactorily addressed.

§ 26.72 Sectoral contact points.
Each party shall appoint and confirm

in writing contact points to be respon-
sible for activities under subparts A
and B of this part.

§ 26.73 Joint Committee.
(a) A Joint Committee consisting of

representatives of the United States
and the European Community (EC) will
be established. The Joint Committee
shall be responsible for the effective
functioning of the ‘‘Agreement on Mu-
tual Recognition Between the United
States of America and the European
Community,’’ from which this part is
derived.

(b) The Joint Committee may estab-
lish Joint Sectoral Committees com-
prised of appropriate regulatory au-
thorities and others deemed necessary.

(c) The United States and the EC
shall each have one vote in the Joint
Committee. The Joint Committee shall
make its decisions by unanimous con-
sent. The Joint Committee shall deter-
mine its own rules and procedures.

(d) The Joint Committee may con-
sider any matter relating to the effec-
tive functioning of that agreement. In
particular it shall be responsible for:

(1) Listing, suspension, withdrawal
and verification of conformity assess-
ment bodies (CAB’s) in accordance with
that agreement;

(2) Amending transitional arrange-
ments in the sectoral annexes to that
agreement;

(3) Resolving any questions relating
to the application of that agreement
not otherwise resolved in the respec-
tive Joint Sectoral Committees;

(4) Providing a forum for discussion
of issues that may arise concerning the
implementation of that agreement;

(5) Considering ways to enhance the
operation of that agreement;

(6) Coordinating the negotiation of
additional sectoral annexes to that
agreement; and

(7) Considering whether to amend
that agreement in accordance with
§ 26.80.

(e) When a party introduces new or
additional conformity assessment pro-
cedures affecting a sectoral annex to
that agreement, the parties shall dis-
cuss the matter in the Joint Com-
mittee with a view to bringing such
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new or additional procedures within
the scope of that agreement and the
relevant sectoral annex.

§ 26.74 Preservation of regulatory au-
thority.

(a) Nothing in this part shall be con-
strued to limit the authority of a party
to determine, through its legislative,
regulatory, and administrative meas-
ures, the level of protection it con-
siders appropriate for safety; for pro-
tection of human, animal, or plant life
or health; for the environment; for con-
sumers; and otherwise with regard to
risks within the scope of the applicable
subpart A or B of this part.

(b) Nothing in this part shall be con-
strued to limit the authority of a regu-
latory authority to take all appro-
priate and immediate measures when-
ever it ascertains that a product may:

(1) Compromise the health or safety
of persons in its territory;

(2) Not meet the legislative, regu-
latory, or administrative provisions
within the scope of the applicable sub-
part A or B of this part; or

(3) Otherwise fail to satisfy a require-
ment within the scope of the applicable
subpart A or B of this part. Such meas-
ures may include withdrawing the
products from the market, prohibiting
their placement on the market, re-
stricting their free movement, initi-
ating a product recall, and preventing
the recurrence of such problems, in-
cluding through a prohibition on im-
ports. If the regulatory authority takes
such action, it shall inform its counter-
part authority and the other party
within 15 days of taking such action,
providing its reasons.

§ 26.75 Suspension of recognition obli-
gations.

Either party may suspend its obliga-
tions under subpart A or B of this part,
in whole or in part, if:

(a) A party suffers a loss of market
access for the party’s products within
the scope of subpart A or B of this part
as a result of the failure of the other
party to fulfill its obligations under
this part;

(b) The adoption of new or additional
conformity assessment requirements as
referenced in § 26.73(e) results in a loss
of market access for the party’s prod-

ucts within the scope of subpart B of
this part because conformity assess-
ment bodies (CAB’s) designated by the
party in order to meet such require-
ments have not been recognized by the
party implementing the requirements;
or

(c) The other party fails to maintain
legal and regulatory authorities capa-
ble of implementing the provisions of
this part.

§ 26.76 Confidentiality.

(a) Each party agrees to maintain, to
the extent required under its laws, the
confidentiality of information ex-
changed under this part.

(b) In particular, neither party shall
disclose to the public, nor permit a
conformity assessment body (CAB) to
disclose to the public, information ex-
changed under this part that con-
stitutes trade secrets, confidential
commercial or financial information,
or information that relates to an ongo-
ing investigation.

(c) A party or a CAB may, upon ex-
changing information with the other
party or with a CAB of the other party,
designate the portions of the informa-
tion that it considers to be exempt
from disclosure.

(d) Each party shall take all pre-
cautions reasonably necessary to pro-
tect information exchanged under this
part from unauthorized disclosure.

§ 26.77 Fees.

Each party shall endeavor to ensure
that fees imposed for services under
this part shall be commensurate with
the services provided. Each party shall
ensure that, for the sectors and con-
formity assessment procedures covered
under this part, it shall charge no fees
with respect to conformity assessment
services provided by the other party.

§ 26.78 Agreements with other coun-
tries.

Except where there is written agree-
ment between the parties, obligations
contained in mutual recognition agree-
ments concluded by either party with a
party not a party to the agreement
from which this part is derived (a third
party) shall have no force and effect
with regard to the other party in terms
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of acceptance of the results of con-
formity assessment procedures in the
third party.

§ 26.79 Territorial application.
The agreement from which this part

is derived shall apply, on the one hand,
to the territories in which the Treaty
establishing the European Community
(EC) is applied, and under the condi-
tions laid down in that Treaty and, on
the other hand, to the territory of the
United States.

§ 26.80 Entry into force, amendment,
and termination.

(a) The ‘‘Agreement on Mutual Rec-
ognition Between the United States of
America and the European Commu-
nity,’’ from which this part is derived,
including its sectoral annexes on tele-
communication equipment, electro-
magnetic compatibility, electrical
safety, recreational craft, pharma-
ceutical Good Manufacturing Practices
(GMP) inspections, and medical devices
shall enter into force on the first day
of the second month following the date
on which the parties have exchanged
letters confirming the completion of
their respective procedures for the
entry into force of that agreement.

(b) That agreement including any
sectoral annex may, through the Joint
Committee, be amended in writing by
the parties to that agreement. Those
parties may add a sectoral annex upon
the exchange of letters. Such annex
shall enter into force 30 days following
the date on which those parties have
exchanged letters confirming the com-
pletion of their respective procedures
for the entry into force of the sectoral
annex.

(c) Either party to that agreement
may terminate that agreement in its
entirety or any individual sectoral
annex thereof by giving the other party
to that agreement 6-months notice in
writing. In the case of termination of
one or more sectoral annexes, the par-
ties to that agreement will seek to
achieve by consensus to amend that
agreement, with a view to preserving
the remaining Sectoral Annexes, in ac-
cordance with the procedures in this
section. Failing such consensus, that
agreement shall terminate at the end
of 6 months from the date of notice.

(d) Following termination of that
agreement in its entirety or any indi-
vidual sectoral annex thereof, a party
to that agreement shall continue to ac-
cept the results of conformity assess-
ment procedures performed by con-
formity assessment bodies under that
agreement prior to termination, unless
a regulatory authority in the party de-
cides otherwise based on health, safety
and environmental considerations or
failure to satisfy other requirements
within the scope of the applicable sec-
toral annex.

§ 26.81 Final provisions.
(a) The sectoral annexes referred to

in § 26.80(a), as well as any new sectoral
annexes added pursuant to § 26.80(b),
shall form an integral part of the
‘‘Agreement on Mutual Recognition
Between the United States of America
and the European Community,’’ from
which this part is derived.

(b) For a given product or sector, the
provisions contained in subparts A and
B of this part shall apply in the first
place, and the provisions of subpart C
of this part in addition to those provi-
sions. In the case of any inconsistency
between the provisions of subpart A or
B of this part and subpart C of this
part, subpart A or B shall prevail, to
the extent of that inconsistency.

(c) The agreement from which this
part is derived shall not affect the
rights and obligations of the parties
under any other international agree-
ment.

(d) In the case of subpart B of this
part, the parties shall review the sta-
tus of such subpart at the end of 3
years from the date described in
§ 26.80(a).

PART 50—PROTECTION OF HUMAN
SUBJECTS

Subpart A—General Provisions

Sec.
50.1 Scope.
50.3 Definitions.

Subpart B—Informed Consent of Human
Subjects

50.20 General requirements for informed
consent.

50.23 Exception from general requirements.
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