§263a-2

§263a-2. Certification of embryo laboratories

(a) In general
(1) Development

Not later than 2 years after October 24, 1992,
the Secretary, through the Centers for Disease
Control, shall develop a model program for the
certification of embryo laboratories (referred
to in this section as a ‘‘certification pro-
gram’’) to be carried out by the States.

(2) Consultation

In developing the certification program
under paragraph (1), the Secretary shall con-
sult with appropriate consumer and profes-
sional organizations with expertise in using,
providing, and evaluating professional services
and embryo laboratories associated with the
assisted reproductive technology programs.

(b) Distribution

The Secretary shall distribute a description of
the certification program to—

(1) the Governor of each State,

(2) the presiding officers of each State legis-
lature,

(3) the public health official of each State,
and

(4) the official responsible in each State for
the operation of the State’s contract with the
Secretary under section 1395aa of this title,

and shall encourage such officials to assist in
the State adopting such program.
(¢) Requirements

The certification program shall include the
following requirements:
(1) Administration

The certification program shall be adminis-
tered by the State and shall provide for the in-
spection and certification of embryo labora-
tories in the State by the State or by approved
accreditation organizations.

(2) Application requirements

The certification program shall provide for
the submission of an application to a State by
an embryo laboratory for certification, in such
form as may be specified by the State. Such an
application shall include—

(A) assurances satisfactory to the State
that the embryo laboratory will be operated
in accordance with the standards under sub-
section (d) of this section,

(B) a report to the State identifying the
assisted reproductive technology programs
with which the laboratory is associated, and

(C) such other information as the State
finds necessary.

An embryo laboratory which meets the re-
quirements of section 263a of this title shall,
for the purposes of subparagraph (A) be consid-
ered in compliance with the standards referred
to in such subparagraph which are the same as
the standards in effect under section 263a of
this title.
(d) Standards

The certification program shall include the
following standards developed by the Secretary:
(1) A standard to assure consistent perform-
ance of procedures by each embryo laboratory
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certified under the certification program or by
an approved accreditation organization in a
State which has not adopted the certification
program.

(2) A standard for a quality assurance and a
quality control program to assure valid, reli-
able, and reproduceable! procedures in the lab-
oratory.

(3) A standard for the maintenance of
records (on a program by program basis) on
laboratory tests and procedures performed, in-
cluding the scientific basis of, and the meth-
odology used for, the tests, procedures, and
preparation of any standards or controls, cri-
teria for acceptable and unacceptable out-
comes, criteria for sample rejection, and pro-
cedures for safe sample disposal.

(4) A standard for the maintenance of writ-
ten records on personnel and facilities nec-
essary for proper and effective operation of the
laboratory, schedules of preventive mainte-
nance, function verification for equipment,
and the release of such records to the State
upon demand.

(5) A standard for the use of such personnel
who meet such qualifications as the Secretary
may develop.

(e) Certification under State programs

A State may qualify to adopt the certification
program if the State has submitted an applica-
tion to the Secretary to adopt such program and
the Secretary has approved the application.
Such an application shall include—

(1) assurances by the State satisfactory to
the Secretary that the certification program
within the State meets the requirements of
this section,

(2) an agreement to make such reports as the
Secretary may require, and

(3) information about any proposed use of
accreditation organizations under subsection
(g)2 of this section.

(f) Use of accreditation organizations

A State which has adopted the certification
program may use accreditation organizations
approved under section 263a-3 of this title to in-
spect and certify embryo laboratories.

(g) Inspections
(1) In general

A State which qualifies to adopt the certifi-
cation program within the State shall conduct
inspections in accordance with paragraph (2)
to determine if laboratories in the State meet
the requirements of such program. Such in-
spections shall be carried out by the State or
by accreditation organizations used by the
State under subsection (g)2 of this section.

(2) Requirements

Inspections carried out under paragraph (1)
shall—
(A) be periodic and unannounced, or
(B) be announced in such circumstances as
the Secretary determines will not diminish
the likelihood of discovering deficiencies in
the operations of a laboratory.
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Before making a determination under subpara-
graph (B), the Secretary shall make public, in
such manner as to facilitate comment from
any person (including any Federal or other
public agency), a proposal indicating the cir-
cumstances under which announced inspec-
tions would be permitted.

(3) Results

The specific findings, including deficiencies,
identified in an inspection carried out under
paragraph (1) and any subsequent corrections
to those deficiencies shall be announced and
made available to the public upon request be-
ginning no later than 60 days after the date of
the inspection.

(h) Validation inspections
(1) In general

The Secretary may enter and inspect, during
regular hours of operation, embryo labora-
tories—

(A) which have been certified by a State
under the certification program, or

(B) which have been certified by an accred-
itation organization approved by the Sec-
retary under section 263a-3 of this title,

for the purpose of determining whether the
laboratory is being operated in accordance
with the standards in subsection (d) of this
section.

(2) Access to facilities and records

In conducting an inspection of an embryo
laboratory under paragraph (1), the Secretary
shall have access to all facilities, equipment,
materials, records, and information which the
Secretary determines is necessary to deter-
mine if such laboratory is being operated in
accordance with the standards in subsection
(d) of this section. As part of such an inspec-
tion, the Secretary may copy any material,
record, or information inspected or require it
to be submitted to the Secretary. Such an in-
spection may be made only upon the presen-
tation of identification to the owner, operator,
or agent in charge of the laboratory being in-
spected.

(3) Failure to comply

If the Secretary determines as a result of an
inspection under paragraph (1) that the em-
bryo laboratory is not in compliance with the
standards in subsection (d) of this section, the
Secretary shall—

(A) notify the State in which the labora-
tory is located and, if appropriate, the ac-
creditation organization which certified the
laboratory,

(B) make available to the public the re-
sults of the inspection,

(C) conduct additional inspections of other
embryo laboratories under paragraph (1) to
determine if—

(i) such State in carrying out the certifi-
cation program is reliably identifying the
deficiencies of such laboratory, or

(ii) the accreditation organization which
certified such laboratories is reliably iden-
tifying such deficencies,3 and
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(D) if the Secretary determines—

(i) that such State in carrying out the
certification program has not met the re-
quirements applicable to such program, or

(ii) the accreditation organization which
certified such laboratory has not met the
requirements of section 263a-3 of this title,

the Secretary may revoke the approval of the
State certification program or revoke the ap-
proval of such accreditation organization.

(i) Limitation
(1) Secretary

In developing the certification program, the
Secretary may not establish any regulation,
standard, or requirement which has the effect
of exercising supervision or control over the
practice of medicine in assisted reproductive
technology programs.

(2) State

In adopting the certification program, a
State may not establish any regulation, stand-
ard, or requirement which has the effect of ex-
ercising supervision or control over the prac-
tice of medicine in assisted reproductive tech-
nology programs.

() Term

The term of a certification issued by a State
or an accreditation organization in a State shall
be prescribed by the Secretary in the certifi-
cation program and shall be valid for a period of
time to be defined by the Secretary through the
public comment process described in subsection
(h)(2)¢ of this section. The Secretary shall pro-
vide an application for recertification to be sub-
mitted at the time of changes in the ownership
of a certified laboratory or changes in the ad-
ministration of such a laboratory.

(Pub. L. 102493, §3, Oct. 24, 1992, 106 Stat. 3146.)

CODIFICATION

Section was enacted as part of the Fertility Clinic
Success Rate and Certification Act of 1992, and not as
part of the Public Health Service Act which comprises
this chapter.

CHANGE OF NAME
Centers for Disease Control changed to Centers for

Disease Control and Prevention by Pub. L. 102-531, title
III, §312, Oct. 27, 1992, 106 Stat. 3504.

EFFECTIVE DATE

Section effective upon expiration of 2 years after Oct.
24, 1992, see section 9 of Pub. L. 102493, set out as a
note under section 263a-1 of this title.

§ 263a-3. Accreditation organizations

(a) Approval of accreditation organizations

Not later than 2 years after October 24, 1992,
the Secretary, through the Centers for Disease
Control, shall promulgate criteria and proce-
dures for the approval of accreditation organiza-
tions to inspect and certify embryo laboratories.
The procedures shall require an application to
the Secretary by an accreditation organization
for approval. An accreditation organization
which has received such an approval—
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