Chapter 3

Codeof Practice,
Ethical Considerationsand L egal | ssues

55



3.1 Clinicswhich should be Registered

Clinicsinvolvedin any oneof thefollowing activitiesshould be regul ated,
registered and supervised by the State A ccreditation Authority/State Appropriate
Authorities (Section 3.15).

1. Any treatment involving the use of gameteswhich have been donated
or collected or processed in vitro, except for AIH, and for [UI by
level 1A clinicswho will not processthe gametesthemsel ves.

2. Anyinfertility trestment that invol vesthe use and creation of embryos
outside the body.

3. Theprocessing or /and storage of gametes or embryos.
4. Research on humanembryos.

Theterm ART clinic used in thisdocument refersto aclinicinvolvedin
any one of thefirst three of the above activities.

3.2 Codeof Practice

ThisCode of Practice dealswith all aspects of the treatment provided

and the research done at registered clinics. Those areas which most affect the
doctors, scientistsand patients and are a part of this code are summarized bel ow.

3.2.1 Staff: A ‘personresponsible’ shall takefull responsibility for ensuring that
the staff of the registered unit is sufficiently qualified, that proper
equipment isused, that genetic material iskept and disposed off properly,
and that the center complies with the conditions of itsregisteration.
Guidelines for minimum standards and qualifications of clinical,
scientific and counselling staffsarelaid down in Chapter 1. Failure of
the* person responsible’ to comply with the mandatory code of practice
can lead to his/her removal or prosecution, or to the suspension of the
clinic'sregigtration.
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3.2.2 Facilities: These must cover the standards expected in respect of provision
of clinical, laboratory and counselling care mentioned in Chapters 1 and
2. Proper systemsfor monitoring and assessing practicesand procedures
arerequiredto bein place (for examplein theform of Standard Operating
Procedures) in order to optimize the outcome of ART.

3.2.3 Confidentiality: Any information about clients and donors must be kept
confidential. Noinformation about the treatment of couples provided
under atreatment agreement may be disclosed to anyone other than the
accreditation authority or persons covered by the registration, except
with the consent of the person(s) to whom theinformation relates, or in
amedical emergency concerning the patient, or acourt order. Itisthe
above person’sright to decide what information will be passed on and
to whom, except in the case of acourt order.

3.2.41nformation to patient: All relevant information must be given to the patient
beforeatreatment isgiven. Thus, before starting treatment, information
should be given to the patient on thelimitationsand results of the proposed
treatment, possible side-effects, the techniquesinvol ved, comparison
with other availabletreatments, the availability of counselling, the cost
of the treatment, the rights of the child born through ART, and the need
for theclinicto keep aregister of the outcome of atreatment.

3.2.5 Consent: No treatment should be given without the written consent of the
coupleto all the possible stages of that treatment, including the possible
freezing of supernumerary embryos. A standard consent form
recommended by the accreditation authority should be used by all ART
clinics. Specific consent must be obtained from coupleswho havetheir
gametes or embryosfrozen, inregard to what should be donewith them
if he/shedies, or becomesincapable of varying or revoking hisor her
consent.

3.2.6 Counsdlling: People seeking registered treatment must be given asuitable
opportunity to receive proper counselling about the variousimplications
of thetreatment. No oneisobliged to accept counselling but itisgeneraly
recognized asbeing beneficial, and couples should be encouraged to go
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throughit. The provision of facilitiesfor counsellinginan ART clinic (of
Levels1B, 2 or 3) is, therefore, mandatory. Couples should bereferred
for support or therapeutic counselling as appropriate.

3.2.7 Use of gametes and embryos: No more than three oocytes or embryos
may be placedinawomanin any onecycle, regardlessof the procedure/
s used, excepting under exceptional circumstances (such as elderly
women, poor implantation, adenomiosis, or poor embryo quality) which
should be recorded. No woman should be treated with gametes or
with embryos derived from the gametes of morethan one man or woman
during any one-treatment cycle.

3.2.8 Storage and handling of gametesand embryos: The ‘highest possible
standards’ inthe storage and handling of gametesand embryosin respect
of their security, and inregard to their recording and i dentification, should
befollowed.

3.2.9 Resear ch: The accreditation authority must approve all research that
involves embryos created in vitro. A separate registration should be
issued for each research project involving human embryos. The
accreditation authority must not give aregistation certificate unlessitis
satisfied that the use of human embryosisessential for the purposes of
the proposed research and the research isin public interest.

Additiondly:
(i) Nohuman embryo may be placed in anon-human animal

(i) All research projects must be approved by the Institutional Ethics
Committee before submission to the accreditation authority.

3.2.10 Complaints: All registered ART clinicsare required to have procedures
for acknowledging and investigating complaints, and to haveanominated
person to deal properly with such complaints. Theaccreditation authority
must beinformed of the number of complaints madein any year and
thosethat are outstanding.
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3.3

331
3.3.2

3.3.3

3.34

3.35

3.3.6

3.3.7

Responsibilitiesof theClinic
To give adequateinformation to the patients (detailed in Section 3.4).

To explain to the patient the rational e of choosing aparticular treatment
(see Chapter 2) and indicate the choicesthe patient has (including the
cheapest possible course of treatment), with advantages and
disadvantages of each choice.

To help the patient exercise achoice, which may be best for him/her,
taking into account theindividual’s circumstances.

To maintain recordsin an appropriate proforma (to be prescribed by
the authority) to enable collation by anational body.

When commercial DNA fingerprinting becomesavailable, to keep onits
record, if the ART clinic desiresand couple agrees, DNA fingerprints of
the donor, the child, the couple and the surrogate mother should be
done.

To keep all information about donors, reci pientsand couples confidential
and secure. Theinformation about the donor (including acopy of the
donor’sDNA fingerprint if available, but excluding information on the
name and address—that is, theindividual’s personal identity) should be
released by the ART clinic after appropriate identification, only to the
offspring and only if asked by him/her after he/shereachesthe age of 18
years, or as and when specified and required for legal purposes, and
never to the parents (excepting when directed by acourt of law).

To maintain appropriate, detailed record of all donor oocytes, sperm or
embryos used, the manner of their use (e.g. thetechniqueinwhichthey
are used, and theindividual/coupl &/surrogate mother on whomthey are
used). Theserecords must be maintained for at least ten years after
which the records must be transferred to a central depository to be
maintained by the|CMR. If the ART clinic/centreiswound up during
thisperiod, the records must be transferred to the central repository in
theICMR.
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3.3.8

3.3.9

3.3.10

3.3.11
3.4

points.
3.4.1.

3.4.2.

3.4.3

3.4.4.

3.4.5

To havethe schedule of all itschargessuitably displayed intheclinic and
made known to the patient at the beginning of the treatment. There must
be no extra charges beyond what was intimated to the patient at the
beginning of thetreatment.

To ensurethat no techniqueisused on apatient for which demonstrated
expertise does not exist with the staff of theclinic.

To betotally transparent in all its operations. The ART clinics must,
therefore, let the patient know what the successrates of theclinicarein
regard to the proceduresintended to be used on the patient.

To haveall consent formsavailablein English and local language(s).

| nformation and Counselling to be given to
Patients

I nformation must be given to couples seeking treatment, on thefollowing

Thebasis, limitations and possible outcome of the treatment proposed,
variationsinitseffectivenessover time, including the successrateswith
the recommended treatments obtained in the clinic aswell asaround the
world (thisdata should be available as adocument with references, and
updated every 6 — 12 months).

Thepossible side-effects (e.g. of thedrug used) and therisksof treatment
to thewomen and theresulting child, including (whererelevant) therisks
associated with multiple pregnancy.

The need to reduce the number of viablefoetuses, in order to ensurethe
survival of at |east two foetuses.

Possible disruption of the patient’s domestic life which the treatment
may cause.

The techniques involved, including (where relevant) the possible
deterioration of gametes or embryos associated with storage, and
possible pain and discomfort.
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3.4.6

3.4.7

3.4.8

3.4.9

The cost (with suitable break-up) to the patient of the treatment proposed
and of an alternativetreatment, if any (there must be no other “hidden
costs’).

Theimportance of informing the clinic of theresult of the pregnancy ina
pre-paid envelope.

To makethe couple aware, if relevant, that achild born through ART
hasaright to seek information (including acopy of the DNA fingerprint,
if available) about his genetic parent/surrogate mother on reaching 18
years, excepting information on the name and address — that is, the
individual’s personal identity — of the gamete donor or the surrogate
mother. The coupleisnot obliged to provide the information to which
the child hasaright, on their own to the child when he/ shereachesthe
age of 18, but no attempt must be made by the couple to hide this
information from the child should an occasion arise when thisissue
becomesimportant for the child.

Theadvantagesand disadvantages of continuing treatment after acertain
number of attempts.

Pamphlets (one-page on each techniquein all local languagesand English)

which giveclear, precise and honest information about the procedure recommended
to be used will help the couple make an informed choice.

3.5
35.1

3.5.2

DesirablePractices/Prohibited Scenarios

A third party donor of sperm or oocytes must be informed that the
offspring will not know hig/her identity. He/She must also beinformed of
the provisionsin Section 3.4.8.

Therewould be no bar to the use of ART by asingle women who wishes
to haveachild, and no ART clinic may refuseto offer itsservicesto the
above, provided other criteriamentioned in thisdocument are satisfied.
Thechild thusbornwill haveall thelegal rights on the woman or the
man.
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3.5.3

354

355

3.5.6
3.5.7

3.5.8

TheART clinic must not be aparty to any commercial element in donor
programmesor in gestational surrogacy.

A surrogate mother carrying achild biologically unrelated to her must
register asapatient in her own name. Whileregistering she must mention
that sheisasurrogate mother and provide al the necessary information
about the genetic parents such as names, addresses, etc. She must not
use/register inthe name of the person for whom sheiscarrying thechild,
asthiswould pose legal issues, particularly in the untoward event of
maternal death (in whose nameswill the hospital certify thisdeath?).
Thebirth certificate shall be in the name of the genetic parents. The
clinic, however, must also provide a certificate to the genetic parents
giving the name and address of the surrogate mother. All the expenses
of the surrogate mother during the period of pregnancy and post-natal
care relating to pregnancy should be borne by the couple seeking
surrogacy. The surrogate mother would a so be entitled to amonetary
compensation from the couple for agreeing to act as a surrogate; the
exact value of this compensation should be decided by discussion
between the couple and the proposed surrogate mother. An oocyte donor
can not act asasurrogate mother for the couple to whom the ooctyeis
being donated.

A third-party donor and asurrogate mother must relinquish inwriting all
parental rights concerning the offspring and viceversa.

NoART procedure shall be done without the spouse’s consent.

The provision or otherwise of AIH or ART to an HIV-positive woman
would be governed by the implications of the decision of the Supreme
Court inthe case of X —vs—Hospital 2 (1998) 8 Sec. 269 or any other
relevant judgement of the Supreme Court, or law of the country, whichever
isthelatest.

Gametes produced by a person under the age of 21 shall not be used.
The accepted age for asperm donor shall be between 21 and 45 years
and for the donor woman between 18 and 35 years.
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3.5.9

3.5.10

3.511

3.5.12

3.5.13

3.5.14

3.5.15

Sex selection at any stage after fertilization, or abortion of foetus of any
particular sex should not be permitted, except to avoid the risk of
transmission of agenetic abnormality assessed through genetic testing
of biologica parentsor through preimpl antation genetic diagnosis (PGD).

NOART clinic shall offer to provide acouplewith achild of thedesired
Sex.

Collection of gametesfrom adying personwill only be permitted if the
widow wishesto haveachild.

No more than three eggs or embryos should be placed in awoman
during any one treatment cycle, regardless of the procedure used,
excepting under exceptional circumstances{ such aselderly women
(above 37 years), poor implantation (more than three previousfailures),
advanced endometriosis, or poor embryo quality} which should be
recorded.

Use of sperm donated by arelative or aknown friend of either thewife
or the husband shall not be permitted. It will bethe responsibility of the
ART clinic to obtain sperm from appropriate banks; neither theclinic
nor the couple shal havethe right to know the donor identity and address,
but both the clinic and the coupl e, however, shall havetheright to have
thefullest possibleinformation from the semen bank on the donor such
asheight, weight, skin colour, educationa qudification, profession, family
background, freedom from any known diseases or carrier status (such
as hepatitis B or AIDS), ethnic origin, and the DNA fingerprint (if
possible), before accepting the donor semen. 1t will betheresponsibility
of the semen bank and the clinic to ensure that the couple does not
cometo know theidentity of thedonor. TheART clinicwill beauthorized
to appropriately charge the couplefor the semen provided and the tests
done on the donor semen.

What has been said above under 3.5.13 also would be true of oocyte
donation.

When DNA fingerprinting technology becomescommercialy available,
the ART clinic may offer to the couple, aDNA fingerprint of the donor
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3.5.16
3.5.17

3.5.18

3.5.19

3.5.20

3.5.21

3.5.22

3.6
3.6.1

3.6.2
3.6.3

without revealing his’her identity, against appropriate payment towards
the cost of the DNA fingerprint. AnART clinic will then have DNA
fingerprinting done of the couple and keep the DNA fingerprintsonits
records.

Trans-speciesfertilizationinvolving gametes of two speciesis prohibited.

Ovaderived from foetuses cannot be used for 1V F but may be used for
research.

Semen from two individuals must never be mixed before use, under any
circumstance.

Transfer of human embryointo ahuman maleor into any animal belonging
to any other species, must never be done and is prohibited.

The data of every accredited ART clinic must be accessible to an
appropriate authority of theICMR for collation at the national level.

Any publication or report resulting out of analysis of such data by the
ICMR will havethe concerned membersof the staff of the ART clinic as
co-authors.

The consent on the consent form must be a true informed consent
witnessed by aperson whoisin no way associated with theclinic.

Requirementsfor a Sperm Donor

Theindividual must be free of HIV and hepatitis B and C infections,
hypertension, diabetes, sexually transmitted diseases, and identifiable
and common genetic disorders such asthalassemia.

The age of the donor must not be below 21 or above 45 years.

Ananaysismust be carried out on the semen of theindividua, preferably
using a semen analyzer, and the semen must be found to be normal
according to WHO method manual for ssmen analysis, if intended to be
used for ART.
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3.6.4

3.6.5

3.7
3.7.1

3.7.2

3.7.3

3.74

3.8

3.9

3.9.1
3911

Theblood group and the Rh status of the individual must be determined
and placed on record.

Other relevant information in respect of the donor, such asheight, weight,
age, educational qualifications, profession, colour of the skin and the
eyes, record of mgjor diseasesincluding any psychiatric disorder, and
thefamily background in respect of history of any familial disorder, must
be recorded in an appropriate proforma.

Requirementsfor an Oocyte Donor

Theindividual must be free of HIV and hepatitis B and C infections,
hypertension, diabetes, sexually transmitted diseases, and identifiable
and common genetic disorders such asthalassemia.

Theblood group and the Rh status of the individual must be determined
and placed on record.

Other relevant information in respect of the donor, such asheight, weight,
age, educational qualifications, profession, colour of the skin and the
eyes, and the family background in respect of history of any familial
disorder, must be recorded in an appropriate proforma.

The age of the donor must not belessthan 21 or more than 35 years.
Requirementsfor a Surrogate M other

See Section 3.10.
How may Sperm and Oocyte Donors and
Surrogate M other sbe Sour ced?

Semen banks

Either an ART clinic or alaw firm or any other suitable independent
organi zation may set up asemen bank. If set up by anART clinicit must
operate as aseparate identity.
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3.9.1.2

3.9.1.3

3.9.1.4

3.9.15

3.9.1.6

3.9.1.7

3.9.1.8

The bank will ensure that all criteria mentioned in Section 3.6
(Requirementsfor a sperm donor) are met and a suitable record of all
donorsis kept for 10 years after which, or if the bank is wound up
during thisperiod, therecordsshall betransferred to an ICMR repository.

A bank may advertise suitably for semen donors who may be
appropriately compensated financialy.

Onrequest for semen by an ART clinic, the bank will providetheclinic
with alist of donors (without the name or the address but with acode
number) giving all relevant detail s such asthose mentioned in Section
3.6. The semen bank shall not supply semen of one donor for more
than ten successful pregnancies. It will betheresponsibility of theART
clinic or the patient, as appropriate, to inform the bank about a successful
pregnancy. The bank shall keep arecord of al semen received, stored
and supplied, and details of the use of the semen of each donor. This
record will beliableto bereviewed by the accreditation authority.

The bank must be run professionally and must have facilities for
cryopreservation of semen, following internationally accepted protocols.
Each bank will prepare its own SOP (Standard Operating Procedures)
for cryopreservation.

Semen samples must be cryopreserved for at least six months before
first use, at which time the semen donor must be tested for HIV and
hepatitisB and C.

Thebank must ensure confidentiality in regard to theidentity of the semen
donor.

A semen bank may store asemen preparation for exclusive use on the
donor’s wife or on any other woman designated by the donor. An
appropriate charge may belevied by the bank for the storage. Inthe
case of non-payment of the charges when the donor isalive, the bank
would havetheright to destroy the semen sampleor giveit to abonafide
organisation to be used only for research purposes. Inthe case of the
death of the donor, the semen would become the property of the legal
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heir or the nominee of the donor at the time the donor givesthe sample
for storage to the bank. All other conditionsthat apply to the donor
would now apply to thelegal heir, excepting that he cannot useit for
having awoman of hischoiceinseminated by it. If after the death of the
donor, there are no claimants, the bank would have theright to destroy
the semen or giveit to abonafide research organisation to be used only
for research purposes.

3.9.1.9 All semenbankswill require accreditation.
3.9.2. Sourcing of oocytes and surrogate mothers

Law firmsand semen bankswill be encouraged to obtain (for example,
through appropriate advertisement) and maintain information on possible oocyte
donorsand surrogate mothers asper details mentioned el sewherein thisdocument.
The above organizations may appropriately charge the couple for providing an
oocyte or asurrogate mother. The oocyte donor may be compensated suitably
(e.g. financially) by the law firm or semen bank when the oocyte is donated.
However, negotiations between a couple and the surrogate mother must be
conducted independently between them.

3.9.3. Oocyte sharing

The system of oocyte sharing inwhich anindigent infertile coupl e that
needsto raiseresourcesfor ART agreesto donate oocytesto an affluent infertile
couplewherein thewife can carry apregnancy through but cannot produce her
own oocyte, for in-vitro fertilization with the sperm of the male partner of the
affluent couple, for amonitory compensation that would take care of the expenses
of an ART procedure on theindigent couple, must be encouraged.

3.10 Surrogacy: General Consider ations

3.10.1 A child born through surrogacy must be adopted by the genetic
(biological) parents unlessthey can establish through genetic (DNA)
fingerprinting (of whichtherecordswill be maintainedin theclinic) that
thechildistheirs.
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3.10.2

3.10.3

3.10.4

3.10.5

3.10.6

3.10.7

3.10.8

Surrogacy by assisted conception should normally be considered only
for patientsfor whom it would be physically or medically impossible/
undesirableto carry ababy to term.

Payments to surrogate mothers should cover all genuine expenses
associated with the pregnancy. Documentary evidence of thefinancial
arrangement for surrogacy must be available. The ART centre should
not beinvolved in thismonetary aspect.

Advertisementsregarding surrogacy should not be made by the ART
clinic. The responsibility of finding a surrogate mother, through
advertisement or otherwise, should rest with the couple, or asemen
bank (see3.9.1.1; 3.9.2).

A surrogate mother should not be over 45 years of age. Before accepting
awoman asapossible surrogate for aparticular couple schild, theART
clinic must ensure (and put on record) that the woman satisfiesall the
testable criteriato go through asuccessful full-term pregnancy.

A relative, aknown person, aswell asa person unknown to the couple
may act asasurrogate mother for the couple. Inthe case of arelative
acting asasurrogate, the relative should bel ong to the same generation
asthewomen desiring the surrogate.

A prospective surrogate mother must be tested for HIV and shown to
be seronegativefor thisvirusjust before embryo transfer. Shemust aso
provide awritten certificate that (a) she hasnot had adrug intravenously
administeredinto her through ashared syringe, (b) she hasnot undergone
blood transfusion; and (c) she and her husband (to the best of her/his
knowledge) has had no extramarital relationship inthelast six months,
(Thisisto ensurethat the person would not come up with symptoms of
HIV infection during the period of surrogacy.) The prospective surrogate
mother must also declare that shewill not use drugsintravenously, and
not undergo blood transfusion excepting of blood obtained through a
certified blood bank.

Nowoman may act asasurrogate morethenthricein her lifetime.
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3.11

3.11.1

3.11.2

3.11.3

3114

3.12

3.12.1

3.12.2

3.12.3

Preservation, Utilization & Destruction of
Embryos

Couplesmust give specific consent to storage and use of their embryos.
The Human Fertilization & Embryology Act, UK (1990), allowsa5-
year storage period which Indiawould also follow.

Consent shall need to betaken from the couplefor the use of their stored
embryosby other couplesor for research, inthe event of their embryos
not being used by themselves. This consent will not berequired if the
couple defaultsin payment of maintenance charges after two reminders
sent by registered post.

Research on embryos shall berestricted to thefirst fourteen daysonly
and will be conducted only with the permission of the owner of the
embryos.

No commercial transaction will be allowed for the use of embryosfor
research.

Rights of a Child Born through various ART
Technologies

A child born through ART shall be presumed to bethelegitimate child of
the couple, having been born in wedlock and with the consent of both
the spouses. Therefore, the child shall have alegal right to parental
support, inheritance, and all other privilegesof achild bornto acouple
through sexual intercourse.

Children born through the use of donor gametes, and their “adopted”
parents shall have aright to available medical or genetic information
about the genetic parentsthat may berelevant to the child’s health.

Children born through the use of donor gametes shall not have any right
whatsoever to know the identity (such as name, address, parentage,
etc.) of their genetic parent(s). A child thus born will, however, be
provided all other information (including that mentioned in Section 3.4.8)
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3.12.4

3.13
3.13.1

3.13.2

3.13.3

3.14

about the donor as and when desired by the child, when the child
becomesan adult. Whilethe couplewill not be obliged to providethe
above“other” information to the child ontheir own, no deliberate attempt
will be made by the couple or others concerned to hide thisinformation
from the child as and when asked for by the child.

In the case of adivorce during the gestation period, if the offspring isof
adonor programme—beit sperm or ova—thelaw of theland aspertaining
to anormal conception would apply.

Responsibilitiesof the Drug I ndustry

Drug companies must not make exaggerated claimsfor infertility drugs
and market them only to qualified specialists. All availableinformation
on the drug must be provided to the specialist.

Infertility drugs must be sold only on prescription by aqualified doctor/
ART specidlist.

There has been aspurt of new mediaintroduced for in vitro culture of
gametes and embryos. Companies dealing with culture mediado not
givefull detailsof the composition becausethey wishtoretainthisasa
trade secret. Thisposesproblemsfor those dealing with human embryos.
Thefuturelifeof the productscreated in the laboratory is dependant, to
acertain extent, on the culture media used. ART centers should not
encourage companiesthat do not give details of the full composition of
the culturemedia. Thiswill also makeit possibleto takelegal action
against acompany supplying something different fromwhat it is stated
to be.

General Consider ations

3.14.1 Minimum age for ART:

For a woman between 20 and 30 years, two years of cohabitation/
marriage without the use of a contraceptive, excepting in caseswhere
themanisinfertile or thewoman cannot physiologically conceive. For a
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woman over 30 years, oneyear of cohabitation/marriage without use of
contraceptives. Normally, noART procedure shall be used on awoman
below 20 years.

3.14.2 Advertisements of an infertility centre:

False claimsviahoardings and paper advertisements are acheap way of
attracting aclientelethat isvulnerable and, therefore, easily swayed.
Such advertisements shall be banned. An honest display at appropriate
placesor publicity of statistics, fee structure, quality of service and of
service provided, will be encouraged, provided the guidelineslaid down
by the Medical Council of Indiainthisregard, are not violated.

3.14.3 Asalready mentioned, sperm bankswhere a compl ete assessment of

3.14.4

3.14.5

3.14.6

the donor has been done, medical and other vital information stored,
quality of preservation ensured, confidentiality assured, and strict control
exercised by aregulatory body, must be set up. Donor sperm would be
made available only through such specialized banks/centers.

In thelight of arecent technological breakthrough where afertilized
ovum contai ning ooplasm (including mitochondria) from adonor ovum
has been successfully cultured, the embryo or the future child may now
have three genetic parents. In such cases, the ooplasm donor must sign
awaiver relinquishing all rights on the child, and must be screened for
and declared free of known mitochondrial genetic abnormalities.

No new ART clinic may start operating unless it has obtained a
temporary registration to do so. Thisregistration would be confirmed
only if the clinic obtains accreditation (permanent registration) fromthe
Center or State's appropriate accreditation authority withintwo years
of obtaining thetemporary registration. Theregistration must berenewed
every sevenyears.

Existing ART clinics must obtain atemporary registration within six
monthsof the notification of the accreditation authority, and appropriate
accreditation (permanent registration) withintwo yearsof the notification.
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3.14.7 TheCenter/State Government would close down any unregistered clinic
not satisfying the abovecriteria.

3.14.8 If the ART clinic that has applied for atemporary registration to the
appropriate accreditation authority, does not receive theregistration (or
areply) within two months of the receipt of the application from the
concerned office of the authority, the ART clinic would be deemed to
havereceived theregistration. The samewould apply for the permanent
registration after the above-prescribed period.

3.14.9 Aspointed out in section 1.6.12.2, the technique of ICSI has never
undergone critical testing in animal models, but wasintroduced into the
human situation directly. Defects in spermatogenesis and sperm
production can be often traced to genetic defects. Suchindividualsare
normally prevented from transmitting these defectsto their offspring
because of their natural infertility. 1CSI by—passesthisbarrier and may
help in transmitting such defectsto the offspring, which sometimes may
be exaggerated in the offspring. Inview of this, the ART clinic must
point out to the prospective parentsthat their child born through ICSI
may haveadightly higher risk over and abovethenormal risk, of suffering
from agenetic disorder.

3.14.10 Human cloning for delivering replicas must be banned.

3.14.11 Stem cdll cloning and research on embryos (lessthan 15 daysold) needs
to be encouraged.

3.14.12 All the equipments/machines should be calibrated regularly.
3.15 Responsibilitiesof the Accreditation Authority

A State Accreditation Authority will be set up by the State Governments
through its Department of Health and/or Family Welfareto oversee all policy
mattersrelating to Accreditation, Supervision and Regulation of ART Clinicsin
the Statesin accordance with the National Guidelines. The State Government
may al so set up appropriate authoritiesfor implementation of the Guidelinesfor
thewhole or apart of State having regard to the number of the ART Clinics. The
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appropriate authority would haveright to visitindividually or collectively, any ART
Clinic/Centre(s) accredited or not accredited, once ayear with or without prior
information to the clinic/center, to determineif the ethical guidelinesand operative
procedures mentioned here are being followed. If not, the appropriate authority
will point out the lapsesto the clinic/center inwriting. 1f these lapses continued for
amaximum period of six months (during which period theclinic shall not engagein
any activity related to the lapses), the appropriate authority would recommend to
the State A ccreditation Authority that the clinic/center may be ordered to be closed.
The State Accreditation Authority will have the powersto order the closing of
such aclinic or acenter. The appropriate authority may be delegated powersto
imposeafine or apenalty onthe center/clinic. The above-mentioned appropriate
authority would consist of appropriately qualified scientists, technol ogists and
sociologists. Theappropriate authority will also be authorized to visit and regul ate
semen banksin the manner mentioned above. 1nadditionto theabove, the Ministry
of Health and Family Welfare, Govt. of India, will set up aNational Advisory
Committee. TheNational Advisory Committee may be headed by the Secretary,
Health and Family Welfare as chairman and the Director General of ICMR asco-
chairman. TheNationa Advisory Committeewill advisethe Central Government
on policy mattersrelating to regulation of ART Clinics. Composition of the
Committeeisgivenin Chapter 9.

The State Accreditation Authority will havetherightsand theresponsibility
of fixing the upper limit of chargesfor gamete donation and surrogacy and of
revising these chargesfromtimeto time.

3.16 Legal Issues
3.16.1 Legitimacy of the child born through ART

A child born through ART shall be presumed to bethelegitimate child of
the couple, born within wedlock, with consent of both the spouses, and with all
the attendant rights of parentage, support and inheritance. Sperm/oocyte donors
shall have no parental right or dutiesin relation to the child, and their anonymity
shall be protected except in regard to what is mentioned under item 3.12.3.
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3.16.2 Adultery in the case of ART

ART used for married woman with the consent of the husband does not
amount to adultery on part of thewife or the donor. AID without the husband’s
consent can, however, beaground for divorce or judicial separation.

3.16.3 Consummation of marriage in case of AIH

Conception of thewife through AIH does not necessarily amount to
consummation of marriage and adecree of nullity may still begranted in favor of
the wife on the ground of impotency of the husband or his willful refusal to
consummate the marriage. However, such adecree could be excluded on the
grounds of approbation.

3.16.4 Rights of an unmarried woman to AID

Thereisno legal bar on an unmarried woman going for AID. A child
born to asinglewoman through AlD would be deemed to be legitimate. However,
AID should normally be performed only on amarried woman and that, too, with
thewritten consent of her husband, asatwo-parent family would be always better
for the child than asingle parent one, and the child’sinterests must outweigh all
other interests.

3.16.5 Posthumous AlIH through a sperm bank

Though the Indian Evidence Act, 1872, saysthat a child born within 280 days
after dissolution of marriage (by death or divorce) isalegitimate child sincethat is
considered to be the gestation period, it is pertinent to note that this Act was
enacted asfar back as 1872 when one could not even visualize ART. Thelaw
needs to take note of the scientific advancements since that time. Thusachild
born to awoman artificially inseminated with the stored sperms of her deceased
husband must be considered to be alegitimate child notwithstanding the existing
law of presumptionsunder our Evidence Act. Thelaw needsto move alongwith
medical advancementsand suitably amended so that it doesnot giveriseto dilemma
or unwarranted harsh situations.
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3.17 Institutional EthicsCommittees

Each ART clinic of Levels 1B, 2 and Level 3 must haveitsown ethics
committee constituted according to ICMR Guidelines, comprising reputed ART
practitioners, scientistswho are knowledgeablein developmental biology or in
clinical embryology, asocial scientist, amember of thejudiciary and aperson who
iswell-versed in comparative theology. Should thelocal ART clinic havedifficulty
in establishing such abody, the state accreditation authority should constitute such
abody, co-opting arepresentative of theART clinic.
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