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{’6‘2?:11180 Law 102-493
ngress
An Act

To provide for reporting of pregnancy success rates of assisted reproductive
technology programs and for the certification of embryo laboratories.

Be it enacted by the Senate and House of Representatives of
the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Fertility Clinic Success Rate
and Certification Act of 1992".

SEC. 2. ASSISTED REPRODUCTIVE TECHNOLOGY PROGRAMS.,

(a) IN GENERAL.—Effective 2 years after the date of the enact-
i secion 7 program shal anmualy report to he Secrowry theough
in on ann re
the Cent?i')s £r isease Control— il S
P success ra evs B rogram
through assisted reproductive technology, and >

(2) the identity of each embryo laboratory (as defined in
section 7) used by such gmgram and whether the laboratory
is certified under section 3 or has applied for such certification.
(b) PREGNANCY SUCCESS RATES.—

(1) IN GENERAL.—For purposes of subsection (a)1), the
Secretary shall, in consultation with the organizations ref-
erenced in subsection (c), define pre success rates and
shall make public any proposed definition in such manner
as to facilitate comment from any J:ersou (including any Federal

or other public agency) during its development.

(2) SEFMT!ON.—In deveaoping the definition of pregnancy
success rates, the Secretary shall take into account the effect
on success rates of age, diagnosis, and other significant factors
and shall include in such rates—

(A) the basic live birth rate calculated for each assisted
reproductive technology performed by an assisted reproduc-
tive bechnolgﬁy program by dividing the number of preg-
nancies which result in live births by the number of ovarian
stimulation procedures attempted by such program, and

(B) the live birth rate per successful retrieval
procedure calculated for each assisted uctive tech-
nology peﬂorﬁengljé at.im nssmtedumbe rep;odueﬁve techno! "
program Vi n r of pregnancies w
result in lix};ra births by the number oF successful oocyte
retrieval procedures sgrformed by such program.

(¢) CONSULTATION.—In developing the degm'tion under sub-
section (b), the Secretary shall consult with appropriate consumer
and professional organizations with a:ﬁperhse in using, providing,
and evaluating professional services embryo laboratories associ-
ated with assisted reproductive technologies.

SEC. 3. CERTIFICATION OF EMBRYO LABORATORIES.

(a) IN GENERAL.—
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(1) DEVELOPMENT.—Not later than 2 years after the date
of the enactment of this Act, 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 program”) to be carried out by the States.

(2) CoNSULTATION.—In developing the certification
under paragraph (1), the Secretary shall consult with appro-
priate consumer and professional organizations with expertise
in using, providing, and evaluating professional services and
embryulol;:v tories associated with the assisted reproductive
(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 legislature,

(3) the pubhc 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 1864
of the Social Security Act,

and shall encourage such officials to assist in the State adopting

o (c]rﬁm —The certification program shall include the
owing raqmre
(1) Anmmsrmnon —The certification ]}rogram shall be
administered by the State and shall provide
and certification of embryo laboratories in the State t.he
State or by approved accreditation organizations.
(2) APPLICATION REQUIREMENTS.—The certification progmm
provide for the submission of an application to a State
byane laboratory for certification, in such form as may
by the State. Such an ap lication shall include—
e State that the embryo
]aboratorywﬂ]beopemhedmaeemﬂanwmththostand
ards under subsection (d
(B) a re to tho Stat.e identi the assisted repro-
ductwe ul]? programs with which the laboratory

(C)suchoﬂnermformahonuthe State finds necessary.
bm which meets the requirements of section
ofsub ph(AJbethSemceActahﬂ]],mforttlllle urposes
considered in com: ce wi stand-

of subparagraph (A p

owing standards develo t.heSecm
(l)Astandardhop:gsbu,;emnlistet&ry formance of proce-
dures by each embryo laboratory under the certifi-

cation program or an accreditation organization
Mamhwmﬂmwm&ewmﬁum program.
&)Ashndardforaquahuaﬁemurmandaqunhtymnml

to assure valid, re le procedures

labora
(3)Ashndarﬂm for the maintenance of records (on a program
by program basis) on laboratory tests and ures rer-
ﬁ:rmeg),rm&leudmgthemhﬁemoﬂmdﬁo ofmethogoﬂ
used for, tests, procedures, reparation
ards or controls, criteria for le and mees;tiyble out-
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comes, criteria for sample rejection, and procedures for safe

sample dis

(4) AI stand dardfauh til’or the mamt.t;nnnee of wn}teeﬂn_ ecr:leords on
personnel an es necessary for proper an ve oper-
ation of the laboratory, schedules of preventive maintenance,
function verification for aqmpment., and the release of such
records to the State uFon

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

(e) CERTIFIGATION UNDER STATE PROGRAMS.—A State may qua.l
ify to adopt the certification program if the State has submitted
an application to the Secretary to adopt such program and the
Secil;ledtary 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
0 tions under subsection g

s p(gd ﬁe OF :}hcﬁcnstformnon Ommm'rlons —A ts;tate which has
certification program may use accreditation o
}ions approved under sech%n 4 to inspect and certify embryo E bora-
ries.

(g) INSPECTIONS.—

(1) IN GENERAL.—A State which qualifies to adopt the
certification 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
inspections shall be carried out by the State or by accreditation
organizations used by the State under subsection (g).

(2) REQUIREMENTS.—Inspections carried out under para-
graph (1) shall—

(A) be periodic and unannounced, or
(B) be announced in such circumstances as the Sec-
retary determines will not diminish the likelihood of discov-
Siin - ering deﬁclene:les in the operahogs of all);boratoryh ®B), th
| i ore ing a et.ermmatmn under subparagrap e
A, mm make public, in such manner as to facilitate
comment from any n (including any Federal or other public
agency), a proposal indicating the circumstances under which
announced inspections would germltted
Public 3) RESUL‘I'S .—The s dings, including deficiencies,
information. identified in an inspection camed out under paragraph (1)
and any subsequent corrections to those deficiencies shall be
announced and made available to the public upon request begin-
nmeno later than 60 days after the date of the inspection.

TION INSPECTIONS.—
(1) IN GENERAL.—The Secretary enter and inspect,
during re(ﬂ;]u hours of operatmn, atories—
by a State under the

certlﬁcatmn prog‘:.m
(B) tl ?ed bgen tl;l:rtlﬁedt;arj; an accred:tatloil
orgamxa on appro y Secre under section
for the Setenmmng whether the laboratory is bemg
operated in awordanee with the standards in subsection (d).
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mspectlo‘(z) i fm li'taml:u'yo labomrg m_wmnh ph ('1)
an n of an s
the Secretary shall have access to facilities, equipment,
materials, records, and information which the Secre deter-
minesisnwessmdetarmineifsuchlaboratorymbeing
g;;emtedl?aueceﬁ c with.thetﬁetandardsinmhsection(d).
part of s an inspection, Secretary may copy any

material, record, or information inspected or require it to be
submitted to the Secretary. Such an inspection may be made
= “""".?,.‘i“ et of Gimlabartl o et g Tttt
tor, or in 0 ratory being i

ml(i?l)ltf i mmutgd-;-lfthe h(tf)wth::theembr;
a of an ins n T paragrap
laboratory is not in compliance with ;ga standards in subsection
(d), the Secre shall—

(A) notify the State in which the laboratory is located
and, if a&pmate, the accreditation organization which
certified the rato

(B) make avmlalg' le to the public the results of the

pection,
(C) conduct additional inspections of other embryo lab-
oratories under paragraph (1) to determine if—
(i) such State in carrying out the certification pro-
is reliably identifying the deficiencies of such

tory, or
(ii) accreditation o ization which certified
such laboratories is iably identifying such
deficencies, and

(D) if the Secre determines—
(i) that such State in carrying out the certification
m&m has not met the requirements applicable to

or
(ai) accreditation o ization which certified
:uch laboratory has not met the requirements of section
the Secretary may revoke the approval of the State certifi-
cation p!?igram or revoke the approval of such accreditation
organization.
(i) LIMITATION.—

(1) SECRETARY.—In developing the certification program,
the Secretary may not est.ablingl regulation, standard, or
requirement which has the effect of exercising supervision or
control over the practice of medicine in assisted reproductive

programs.

(2) STATE.—In adopting the certification program, a State
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

B'm——The term of a certification issued by a State or
an accreditation organization in a State shall be prescribed by
the Secretary in the certification andshal]hevalidfor
apeﬁodofhmewbedeﬁnndxtﬁsmtawthmughthepubﬁc
comment process described in ion (h)2). The Secretary shall
e of chaagia s e oot 4 { sactihed Miornioey e i

e 0 in the ownership of a ratory or
in the administration of such a laboratory.
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42 USC 263a-3.

42 USC 263a-4.

SEC. 4. ACCREDITATION ORGANIZATIONS.

(a) APPROVAL OF ACCREDITATION ORGANIZATIONS.—Not later
than 2 years after the date of the enactment of this Act the Sec-
retary, through the Centers for Disease Control, shall promulgate
criteria and procedures 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 approv:

(1) may used by States in the certification program
under section 3 to inspect and certify embryo laboratories,

r

(2) may certify embryo laboratories in States which have
not adopted such a certification proﬂam.

(b) CRITERIA AND PROCEDURES.—The criteria and procedures
promulgated under subsection (a) shall include—

(1) requirements for submission of such reports and the
maintenance of such records as the Secretary or a State may
require, and
i ?&;equirements for the conduct of inspections under sec-

on ;
(c) EVALUATIONS.—The Secretary shall evaluate annually the
gzrfort::ryanﬁe of each accreditation organization approved by the
y——

(1) inspecting under section 3(i) a sufficient number of
embryo laboratories accredited by such an organization to allow
a reasonable estimate of the performance of such organization,

and
(2) such other means as the Secretary determines to be
a&)pmpﬁate.

(d) TRANSITION.—If the Secretary revokes approval under sec-
tion 3()}8XD) of an accreditation organization after an evaluation
under subsection (c), the certification of any embryo laboratory
accredited by the organization shall continue in effect for 60 days
after the laboratory is notified by the Secretary of the withdrawal
of approval, except that the Secretary extend the period during
which the certification shall remain in effect if the Secretary deter-
mines that the laboratory submitted an apglication to another
anroved accreditation organization for certification after receipt
of such notice in a timely manner,

SEC. 5. CERTIFICATION REVOCATION AND SUSPENSION.

(a) IN GENERAL.—A certification issued by a State or an accredi-
tation ozga.nization for an embryo laboratory shall be revoked or
suspended if the State or organization finds, on the basis of inspec-
tions and after reasonable notice and liﬂ];ortunit.y for hearing to
the owner or operator of the laboratory, that the owner or operator
or any emf]oyee of the laboratory—

(1) has been guilty of misrepresentation in obtaining the
certification,
(2) has failed to comply with any standards under section

3 applicable to the certification, or

?3) has refused a request of the State or accreditation
organization for l-'I:n'mis«a:’mn to inspect the laboratory, its oper-
ations, and records.

(b) EFFEcT.—If the certification of an embryo laboratory is
revoked or suspended, the certification of the laboratory shall con-
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tinue in effect for 60 days after the laboratory receives notice
?:b?r: revocation gd suapensionaeli tlt'lﬁe mlab;)m of an erilb 0

tory is revoi or suspen: may apply for
recertification after one year after the date ofwge revocatgon or
suspension.

SEC. 6. PUBLICATION. 42 USC 263a-5.

The Secretary, through the Centers for Disease Control, shall
not later than 3 years after the date of the enactment of this
Act and annually thereafter publish and distribute to the States
and the public—

(1XA) pregnancy success rates reported to the Secretary
under Tect:ion 2(a)1) aﬁldc,hm fatﬁeedme of an assisted reproductive
technology program whi iled to report one or more success
rates as i under such section, the name of each such
?mgraman each pregnancy success rate which the program
ailed to report, and

(B) from information reported under section 2(a)}2)—

(i) the identity of each embryo laboratory in a State
which has adopted the certification program under such
I;!:oactlrvag_'uuma and whether such laboratory is certified under

on 3,

(ii) the identity of each embryo laboratory in a State
which has not ted such certification program and
which has been certified by an accreditation organization
approved by the Secretary under section 4, and

(iii) in the case of an embryo laboratory which is not
certified under section 3 or certified by an accreditation
organization approved by the Secretary under section 4,
whether the laboratory applied for certification.

SEC. 7. FEES. 42 USC 263a-6.

The Secretary may require the payment of fees for the purpose
of, and in an amount sufficient to cover the cost of, administering
this Act. A State operating a program under section 3 may require
the payment of fees for the purpose of, and in an amount sufficient
to cover the costs of, administering its program.

SEC. 8. DEFINITIONS. 42 USC 263a-17.

For purposes of this Act:

(1) ASSISTED REPRODUCTIVE TECHNOLOGY.—The term
“assisted reproductive technology” means all treatments or
procedures which include the handling of human oocytes or
embryos, including in vitro fertilization, gamete intrafallopian
transfer, zygote intrafallopian transfer, and such other specific
technologies as the Secretary may include in this definition,
aﬂarnmgpublicmyp definition in such manner
as to facilitate comment from any person (including any Federal
or other public agency).

(2) RYO LABORATORY.—The term “embryo laboratory”
means a facility in which human oocytes are subject to assisted
reproductive technology treatment or procedures based on
manipulation of oocytes or embryos which are subject to
implantation.

(3) SECRETARY.—The term “Secretary” means the Secretary
of Health and Human Services.
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42 USC 263a-1 SEC. 9. EFFECTIVE DATE.

note,
This Act shall take effect upon the expiration of 2 years after
the date of the enactment ofthmpAc::t.

Approved October 24, 1992,
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