M SSI SSI PPl LEQ SLATURE REGULAR SESSI ON 2006

By: Representative Smith (39th) To: Public Health and Hunman
Servi ces

HOUSE BI LL NO. 1200

1 AN ACT TO CREATE THE " ASSI STED REPRODUCTI VE TECHNOLOGY ( ART)
2 DI SCLOSURE AND RI SK REDUCTI ON ACT"; TO PROMOTE | NFORMED CONSENT

3 FOR ASSI STED REPRODUCTI VE TECHNOLOG ES ( ART) FOR CONFI DENTI ALLY

4  COLLECTI NG AND REPORTI NG CRI TI CAL HEALTH DATA; TO LIM T THE NUMBER
5 OF EMBRYOS TRANSFERRED | N ANY REPRODUCTI VE CYCLE; TO REDUCE THE

6 RISKS AND COSTS TO MOTHERS AND CHI LDREN OF HI GH ORDER MJULTI PLE

7 PREGNANCI ES AND PREMATURE Bl RTHS; AND FOR RELATED PURPOSES.

8 BE I T ENACTED BY THE LEGQ SLATURE OF THE STATE OF M SSI SSI PPI :
9 SECTION 1. This act shall be known and cited as the

10 "Assisted Reproductive Technol ogy (ART) Disclosure and Ri sk

11 Reduction Act."

12 SECTION 2. (1) The Legislature of the state finds that:

13 (a) Infertility is of grave concern to nmany coupl es who
14 want to be parents.

15 (b) Assisted reproductive technology (ART) is a

16 grow ng, annual industry of Four Hundred Billion Dollars

17 (%400, 000, 000, 00) that serves an increasing nunber of patients.

18 (c) ART procedures are expensive; each cycle can cost
19 Ten Thousand Dol |l ars ($10,000.00) to Fifteen Thousand Dol l ars

20 ($15,000.00) or nore.

21 (d) Full information about the costs and risks of ART
22 is necessary for patients to evaluate ART, including the risks

23 associated with multiple gestation.

24 (e) Only one (1) federal statute, the Fertility dinic
25 Success Rate and Certification Act of 1992 (42 USCS Section 263a-1
26 et seq.), directly regulates ART procedures by requiring the

27 reporting of clinic success rates.

28 (f) ART is subject to little state regulation. For

29 exanple, Connecticut and Virginia require the disclosure and
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reporting of ART success rates. New Hanpshire and Pennsyl vani a
requi re sone regulation of ART clinics. Several states require
i nsurance coverage for ART.

(g) A nunber of countries regulate certain aspects of
ART. Brazil, Denmark, Germany, Hungary, Saudi Arabia, Singapore,
Sweden and Switzerland limt the nunber of enbryos (fromtwo (2)
to four (4)) that can be transferred per cycle. Germany, Sweden,
Denmark and Switzerland Iimt transfers to three enbryos, at nost,
per cycle. The United Kingdomlimts the nunber transferred to
two (2).

(h) Voluntary, self-regulation of ART programs is not
conpletely effective. Not all ART prograns are nenbers of
pr of essi onal organi zations, |ike the Society for Assisted
Repr oducti ve Technol ogy (SART) or the Anerican Society for
Repr oductive Medicine (ASRM do not independently confirmthat
their menbers follows their voluntary guidelines.

(1) In nost cases, ART involves the creation of
mul tiple enbryos, sonme of which are not subsequently used in the
i nplantation (transfer) procedure.

(j) This state has an interest in ensuring protection
for nothers who undergo ART and for the future health of children
concei ved through ART

(k) Infornmed consent is one of the core principles of
et hical nedical practice and every patient has a right to
information pertinent to an invasive nedical procedure. ART is
uni que because it produces a third party, the prospective child.

(1) Thorough recordkeeping and reporting i s necessary
for public education about the rates of success and the costs,
ri sks and benefits of ART and to ensure accountability.

(m One (1) problemassociated with ART is high-order
mul tiple pregnancies (three (3) or nore enbryos inplanting) and
their associated health risks to nother and children, for which

the econom c burdens for parents and society are significant.
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(n) Fetal reduction in the event of a high-order
mul ti pl e pregnancy involves significant risks to the nother and to
prospective children subsequently born.

(3) Based on the findings in subsection (2) of this section,
it is the purpose of this act to:

(a) Protect the safety and well -being of wonen using
ART and the children conceived through ART;

(b) Establish standards for obtaining informed consent
from coupl es and i ndi vi dual s seeki ng ART,

(c) Require adequate reporting for facilities providing
ART servi ces;

(d) Reduce the risk of high-order nmultiple gestations
and the risk of prematurity and other conplications to nothers and
children by limting the nunber of enbryos transferred in any
reproductive cycle;

(e) Reduce the risks of fetal reduction to nothers and
children; and

(f) Institute annual reporting requirenents to the
Departnent of Health.

SECTION 3. As used in this act, the foll ow ng words and

phrases shall have the foll ow ng neani ngs ascribed herein unl ess
the context clearly indicates otherw se:

(a) "Assisted reproductive technol ogy (ART)" neans al
treatnents and procedures which include the handling of human eggs
and sperm including in vitro fertilization, ganete intrafall opian
transfer, zygote intrafallopian transfer, and such other specific
technol ogies as the Departnent of Health may include in this
definition.

(b) "ART progrant or "program neans all treatnents or
procedures which include the handling of both human eggs and
sperm

(c) "Departnment"” nmeans the State Departnent of Health.
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(d) "Enbryo" neans the devel opi ng human organi sm
however generated, beginning with the diploid cell resulting from
the fusion of the male and fenal e pronuclei, or fromsomatic cel
nucl ear transfer, or by other nmeans, until approximately the end
of the second nonth of devel opnent.

(e) "Ganete" neans human egg (oocyte) and sperm

(f) "Fetal reduction"” neans the induced term nation of
one or nore enbryos or fetuses.

SECTION 4. (1) Al ART prograns providing assisted

reproductive technol ogi es nust, at |east twenty-four (24) hours
prior to obtaining a signed contract for services, provide
patients with the following information in witing, and obtain a
signed di scl osure form before services conmence:

(a) Description of the procedure(s);

(b) The likelihood that the patient will becone
pregnant, based on experience at the particular programwth
patients of conparable age and nedi cal conditions;

(c) Statistics on the facility's success rate,
including the total nunber of live births, the nunber of live
births as a percentage of conpleted retrieval cycles, the rates
for clinical pregnancy and delivery per conpleted retrieval cycle
bracket ed by age groups consisting of wonen under thirty (30)
years of age, wonen aged thirty (30) through thirty-four (34)
years, wonen aged thirty-five (35) through thirty-nine (39) years,
and wonen aged forty (40) years and ol der;

(d) The likelihood of the patient having a |ive-born
child based on a forthright assessnent of her particul ar age,
circunst ances and enbryo transfer options;

(e) The programi s nbst recent outcone statistics, as
reported to the CDC;

(f) The existence of, and availability of data from
the Fertility Cinic Success Rate and Certification Act regarding

pregnancy and live-birth success rates of ART prograns, and a copy
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of the annual report by the ART programto the Centers for D sease
Control (CDC) pursuant to said act;

(g) Statistics reported by the programto federal and
state agencies are to be provided to the patient, along with
reported statistics fromall other clinics in the state, and
national ART statistics as reported to the CDC, along wth an
expl anation of the rel evance of the statistics;

(h) The anticipated price to the patient of al
procedures, including any charges for procedures and nedi cations
not covered in the standard fee;

(1) Average cost to patients of a successful assisted
pregnancy;

(j) Al major known risks and side effects, to nothers
and children conceived, including psychol ogical risks, associated
with all ART drugs and procedures consi dered,;

(k) The risks associated with any drugs, or fertility
enhanci ng nedi cati ons, proposed,

(1) The risks associated with egg retrieval and enbryo
and/ or oocyte transfer;

(m The risks associated wth nmultiple gestation to
not her and chil d;

(n) The likelihood that fetal reduction m ght be
recommended as a response to nultiple gestation;

(o) A clear explanation of the nature of fetal
reduction and the associated risks for nother and any surviving
child;

(p) The patient's right to determ ne the nunber of
enbryos and/ or oocytes to conceive and transfer;

(q) |If relevant, the testing protocol used to ensure
that ganmete donors are free from known infection, including with
human i mmunodefi ci ency viruses, and free fromcarriers of known

genetic and chronosonal diseases;
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(r) The availability of enbryo adoption for
nontransferred enbryos and informati on on agencies in the state
t hat process enbryo adopti on;

(s) The risks of cryopreservation for enbryos,

i ncluding information concerning the current feasibility of
freezing eggs rather than enbryos, and any influence that may have
on the likelihood of a live birth;

(t) The current |aw governing di sputes concerning
excess enbryos;

(u) Information concerning disposition of
nontransferred enbryos that may be chosen by the patient, and the
rights of patients regarding that disposition, and the need to
state their wi shes and intentions regardi ng di sposition,;

(v) The effect on treatnent, enbryos, and the validity
of infornmed consent of clinic closings, divorce, separation,
failure to pay storage fees for excess enbryos, failure to pay
treatnent fees, inability to agree on fate of enbryos, death of
patient or others, w thdrawal of consent for transfer after
fertilization but before cryopreservation, incapacity,
unavailability of agreed upon disposition of enbryos or |oss of
contact with the clinic; and

(w) The patient's right to revoke consent at any tine
and that charges will be I[imted to only the services provided,

W th exceptions possibly made for sone shared-risk prograns, if
rel evant.

(2) This information nmust be discussed with the patient, and
the ART program nmust provide witten docunentation that al
rel evant information required by this section has been given to
t he patient.

(3) Patients shall be inforned of the option of additional
counsel i ng throughout future procedures, even if counseling was

refused in the past.
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(4) Each time a new cycle is undertaken, infornmed consent
nmust be obtained and information provided to the patient with the
| atest statistics and findings concerning the patient's status.

(5) The State Health O ficer is authorized to pronul gate
addi tional regulations providing nore specific guidance for
ensuring fully inforned consent to ARTs.

SECTION 5. (1) Al ART prograns shall confidentially

collect and maintain the followi ng information, pertaining to the
particul ar ART program and confidentially report, on such forns
as the departnent prescribes, the followng infornmation to the
Department of Health, not later than February 1 follow ng any year
such procedures were perforned:

(a) Rates of success, defined as the total nunber of
live births achieved, the percentage of live births per conpleted
cycle of egg retrieval, and the nunbers of both clinical pregnancy
and actual delivery as ratios against the nunber of retrieval
cycles conpleted. These statistics nust be broken down into the
follow ng age group of patients: less than thirty (30), thirty
(30) through thirty-four (34), thirty-five (35) through
thirty-seven (37), thirty-eight (38) through forty (40), forty-one
(41) through forty-two (42) and greater than forty-three (43);

(b) Rate of live births per transfer;

(c) Nunber of live births per ovarian stimnulation,
br oken down into age groups;

(d) Information regarding the safekeeping of enbryos
i ncl udi ng:

(i) Storage location (if stored);

(ii1) Location to which relocated (if transferred
to another facility);

(ti1) Purpose for which relocated (if transferred
to another facility); and

(iv) Tinme and date of disposal of each patient's

enbryos, if destroyed;
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(e) Percentage usage of types of ART, including IVF,
G FT, ZIFT, conbination or other;

(f) Percentage of pregnancies resulting in multi-fetal
pregnanci es, broken down by nunber of fetuses;

(g) Percentage of live births having nultiple infants;

(h)  Nunber of fetal reductions perforned, individually
reported, identifying the nunber of enbryos transferred before the
reduction;

(i) Percentage of transferred enbryos that inplant;

(j) Percentage of premature births per singleton and
mul tiple births;

(k) The use of preinplantation genetic diagnosis (P&,
if used in the ART program including data on its safety and
efficacy;

(I') Percentage of birth defects per singleton and
mul tiple births; and

(m Percentage of fetal reductions that resulted in a
m scarri age.

(2) The program s nedical director shall verify in witing
the accuracy of the foregoi ng data.

(3) The State Health O ficer is authorized to pronul gate
additional regulations requiring additional or nore specific data
collection and reporting, as needed. The State Health Oficer
shal | make the data available in such formas he or she
prescri bes.

SECTION 6. (1) It shall be unlawful for any ART clinic or

its enployees to transfer nore than 2 (tw) enbryos per
reproductive cycle.

(2) In subsequent assisted reproductive cycles, transfer
shall first be attenpted with cryopreserved enbryos from previous
cycles, if they exist. Only after transfer is attenpted with

cryopreserved enbryos may new enbryos be conceived through ART.
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SECTION 7. No ART programmay limt or inhibit the option or

avai lability by patients of enbryo donation or adoption through
psychol ogi cal eval uations, increased costs or paynents, or other
condi tions.

SECTION 8. (1) Any person or entity that violates any

provision of this act and derives a pecuniary gain from such
violation shall be fined One Thousand Dol | ars ($1, 000.00) or tw ce
t he anobunt of gross gain, or any anount internedi ate between the
foregoing, at the discretion of the court.

(2) Any violation of this act shall constitute
unpr of essi onal conduct and shall result in sanctions increasing in
severity fromcensure to tenporary suspension of license to
per manent revocation of |icense.

(3) Any violation of this act nay be the basis for the
follow ng: (a) denying an application for, (b) denying an
application for the renewal of, or (c) revoking any |icense,
permt, certificate, or any other formof perm ssion required to
practice or engage in a trade, occupation or profession.

(4) Any violation of this act by an individual in the enploy
and under the auspices of a licensed health care facility to which
t he managenent of the facility consents, knows, or should know may
be the basis for the following: (a) denying an application for,
(b) denying an application for the renewal of, (c) tenporarily
suspendi ng, or (d) permanently revoking any operational |icense,
permt, certificate, or any other formof perm ssion required to
operate a health care facility

SECTION 9. The provisions and applications of this act are
declared to be severable, and if any provision, word, phrase, or
cl ause of the act or the application thereof to any person shal
be held invalid, such invalidity shall not affect the validity of
the remai ning provisions or applications of this act.

SECTION 10. This act shall take effect and be in force from

and after its passage.
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