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§26.0 General.

This part substantially reflects rel-
evant provisions of the framework
agreement and its sectoral annexes on
pharmaceutical good manufacturing
practices (GMP’s) and medical devices
of the ‘““Agreement on Mutual Recogni-
tion Between the United States of
America and the European Commu-
nity’”’ (the MRA), signed at London
May 18, 1998. For codification purposes,
certain provisions of the MRA have
been modified for use in this part. This
modification is done for purposes of
clarity only and shall not affect the
text of the MRA concluded between the
United States and the European Com-
munity (EC), or the rights and obliga-
tions of the United States or the EC
under that agreement. Whereas the
parties to the MRA are the United
States and EC, this part is relevant
only to the Food and Drug Administra-
tion’s (FDA’s) implementation of the
MRA, including the sectoral annexes
reflected in subparts A and B of this
part. This part does not govern imple-
mentation of the MRA by the EC,
which will implement the MRA in ac-
cordance with its internal procedures,
nor does this part address implementa-
tion of the MRA by other concerned
U.S. Federal agencies. For purposes of
this part, the terms ‘‘party’ or ‘‘par-
ties,”” where relevant to FDA’s imple-
mentation of the MRA, should be con-
sidered as referring to FDA only. If the
parties to the MRA subsequently
amend or terminate the MRA, FDA
will modify this part accordingly,
using appropriate administrative pro-
cedures.

Subpart A—Specific Sector Provi-

sions for Pharmaceutical
Good Manufacturing Prac-
tices

§26.1 Definitions.

(a) Enforcement means action taken
by an authority to protect the public
from products of suspect quality, safe-
ty, and effectiveness or to assure that
products are manufactured in compli-
ance with appropriate laws, regula-
tions, standards, and commitments
made as part of the approval to market
a product.

§26.1

(b) Equivalence of the regulatory sys-
tems means that the systems are suffi-
ciently comparable to assure that the
process of inspection and the ensuing
inspection reports will provide ade-
quate information to determine wheth-
er respective statutory and regulatory
requirements of the authorities have
been fulfilled. Equivalence does not re-
quire that the respective regulatory
systems have identical procedures.

(c) Good Manufacturing Practices
(GMP’s). [The United States has clari-
fied its interpretation that under the
MRA, paragraph (c)(1) of this section
has to be understood as the U.S. defini-
tion and paragraph (c)(2) as the EC def-
inition.]

(1) GMP’s mean the requirements
found in the legislations, regulations,
and administrative provisions for
methods to be used in, and the facili-
ties or controls to be used for, the man-
ufacturing, processing, packing, and/or
holding of a drug to assure that such
drug meets the requirements as to safe-
ty, and has the identity and strength,
and meets the quality and purity char-
acteristics that it purports or is rep-
resented to possess.

(2) GMP’s are that part of quality as-
surance which ensures that products
are consistently produced and con-
trolled to quality standards. For the
purpose of this subpart, GMP’s include,
therefore, the system whereby the
manufacturer receives the specifica-
tions of the product and/or process
from the marketing authorization/
product authorization or license holder
or applicant and ensures the product is
made in compliance with its specifica-
tions (qualified person certification in
the EC).

(d) Inspection means an onsite evalua-
tion of a manufacturing facility to de-
termine whether such manufacturing
facility is operating in compliance
with GMP’s and/or commitments made
as part of the approval to market a
product.

(e) Inspection report means the writ-
ten observations and GMP’s compli-
ance assessment completed by an au-
thority listed in Appendix B of this
subpart.
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§26.2

(f) Regulatory system means the body
of legal requirements for GMP’s, in-
spections, and enforcements that en-
sure public health protection and legal
authority to assure adherence to these
requirements.

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

§26.2 Purpose.

The provisions of this subpart govern
the exchange between the parties and
normal endorsement by the receiving
regulatory authority of official good
manufacturing practices (GMP’s) in-
spection reports after a transitional pe-
riod aimed at determination of the
equivalence of the regulatory systems
of the parties, which is the cornerstone
of this subpart.

§26.3 Scope.

(a) The provisions of this subpart
shall apply to pharmaceutical inspec-
tions carried out in the United States
and Member States of the European
Community (EC) before products are
marketed (hereafter referred to as
“preapproval inspections’) as well as
during their marketing (hereafter re-
ferred to as ‘‘postapproval inspec-
tions’’).

(b) Appendix A of this subpart names
the laws, regulations, and administra-
tive provisions governing these inspec-
tions and the good manufacturing prac-
tices (GMP’s) requirements.

(c) Appendix B of this subpart lists
the authorities participating in activi-
ties under this subpart.

(d) Sections 26.65, 26.66, 26.67, 26.68,
26.69, and 26.70 of subpart C of this part
do not apply to this subpart.

§26.4 Product coverage.

(a) The provisions of this subpart will
apply to medicinal products for human
or animal use, intermediates and start-
ing materials (as referred to in the Eu-
ropean Community (EC)) and to drugs
for human or animal use, biological
products for human use, and active
pharmaceutical ingredients (as referred
to in the United States), only to the
extent they are regulated by the au-
thorities of both parties as listed in
Appendix B of this subpart.

(b) Human blood, human plasma,
human tissues and organs, and veteri-
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nary immunologicals (under 9 CFR
101.2, “‘veterinary immunologicals’ are
referred to as ‘‘veterinary biologicals’’)
are excluded from the scope of this sub-
part. Human plasma derivatives (such
as immunoglobulins and albumin), in-
vestigational medicinal products/new
drugs, human radiopharmaceuticals,
and medicinal gases are also excluded
during the transition phase; their situ-
ation will be reconsidered at the end of
the transition period. Products regu-
lated by the Food and Drug Adminis-
tration’s Center for Biologics Evalua-
tion and Research or Center for Drug
Evaluation and Research as devices are
not covered under this subpart.

(c) Appendix C of this subpart con-
tains an indicative list of products cov-
ered by this subpart.

[63 FR 60141, Nov. 6, 1998, as amended at 70
FR 14980, Mar. 24, 2005]

§26.5 Length of transition period.

A 3-year transition period will start
immediately after the effective date
described in §26.80(a).

§26.6 Equivalence assessment.

(a) The criteria to be used by the par-
ties to assess equivalence are listed in
Appendix D of this subpart. Informa-
tion pertaining to the criteria under
European Community (EC) competence
will be provided by the EC.

(b) The authorities of the parties will
establish and communicate to each
other their draft programs for assess-
ing the equivalence of the respective
regulatory systems in terms of quality
assurance of the products and con-
sumer protection. These programs will
be carried out, as deemed necessary by
the regulatory authorities, for post-
and preapproval inspections and for
various product classes or processes.

(c) The equivalence assessment shall
include information exchanges (includ-
ing inspection reports), joint training,
and joint inspections for the purpose of
assessing regulatory systems and the
authorities’ capabilities. In conducting
the equivalence assessment, the parties
will ensure that efforts are made to
save resources.

(d) Equivalence assessment for au-
thorities added to Appendix B of this
subpart after the effective date de-
scribed in §26.80(a) will be conducted as
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