








Registers of assisted reproductive technology treatments were established under the HRT Act.
These registers include information on each cycle of fertilisation (IVF), gamete intra-
fallopian transfer (GIFT) and donor insemination (DI). This information is collected from all
practice licences and exempt practitioners licensed under the HRT Act.

Data from the registers have been collected since 8 April 1993. Recently, Information
Management and Reporting (IMR) directorate has collaborated with the Reproductive Technology
Unit to provide IT support to update the Register and improve the security and efficiency of the
data reporting, importing and management process. Areas for improvement have been identified
and include reviewing the relevance of the data fields requested from clinics. Assisted
reproduction treatments and technology have progressed and changed significantly over the past
ten years, and policy changes must also be taken into account (such as the possibility of
treatment cycles associated with surrogacy arrangements) when determining the data fields of
relevance today.

. Reproductive technology register data structure

Information is collected on all assisted reproductive technology procedures defined as:

e Al Oocyte Pick Ups (OPU)

+ All Cancelled cycles where follicle stimulating hormones have been administered

« All Cycles where frozen embryos are thawed regardless of the intention or outcome of
the thawing process

e« Al cycles where artificial insemination is performed using donated sperm (ie donor
insemination)

« Each occasion where embryos are either donated or moved into or out of an IVF Unit
from a different unit

The following fields of information are to be collected by each licensed assisted reproductive
technology clinic in Western Australia and reported to the RT Register as required by the HRT
Act.

No Name Notes Type &
Length

1 Unit This is the unit number supplied by the NP&éd to identify the Num-3
clinic.

2 Site This is the clinic site where the most digant part of the| Num-2
treatment was carried out

3 Pat_ID This is the female participants ID cod#his is a unique ID for Char-8
the patient. This can take whatever form the Wishes.

76 Partner ID This is the identification code ofetlpartner of the femaleChar-8
participant.. This should also be completed febian couples.

4 Mdob Participant date of birth. Date-10

5 Pdob That is the husband/ partners date of bi@an be left blank if Date-10
single or oocyte/embryo donor.

6 Don_age Age of the egg or embryo donor. Completegars at time of Num-2
donation.
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N_13200

The number of billed Australian Medicieen 13200.

Num-2

Ci_tube

Answer “yes” if in the opinion of the ttieg clinician or clinic
there is significant tubal disease present. Otlseranswer “no”.

Char-1

Ci_endo

Answer “yes” if in the opinion of the tiieg clinician or clinic
there is significant endometriosis contributing ttos couple’s
subfertility. Otherwise answer no.

Char-1

10

Ci_male

Answer “yes” if in the opinion of the dting clinician or clinic
there is a significant male problem. Otherwise ars\wo”.

Char-1

11

Ci_oth

Answer “yes” if in the opinion of the ttewy clinician or clinic
there is subfertility due to any other fact@gart from female
age, tubal disease, male factor, endometriosisterilization.

Possible examples could include fibroids, ovulatibsorders orf

premature ovarian failure. If there is no clinicalbfertility (eg
egg donor, preimplantation genetic diagnosis oeiotton-fertility
reason for ART), answer “No”.

Char-1

77

Ci_oth specify

This is a description of “Ci_oth”, ie the reason iftfertility.

~har-50

12

Ci_unex

Answer “yes” if in the opinion of the dtig clinician or clinic
there is clinical subfertility without any apparesplanation. If
there is no clinical subfertility (eg egg donorgeipnplantation
genetic diagnosis or other non-fertility reason ART), answer
“No”.

Char-1

78

Ci_FSter

Answer “yes” if in the opinion of thesdting clinician or clinic
there is subfertility due to tubal ligation or meli sterilisation of
the female participant. Otherwise answer “no”.

Char-1

79

Ci_Mster

Answer “yes” if in the opinion of thes#iting clinician or clinic
there is subfertility due to vasectomy or medidaribsation of
the male partner. Otherwise answer “no”.

Char-1

13

N_prless

This is the number of all known pregiesiless than 20 weeks
the female partner regardless of whether by ARDyoa different
partner.

Num-2

14

N_prmore

This is the number of all known pregnesmreaching 20 weeks
more in the female partner regardless of whetheARY or by a
different partner.

DNum-2

15

Cycle_id

This is a number allocated to the gyelhich is unique to theChar-10

cycle not just the patient.

16

Cycle date

This field must be completed forcgttles. For treatment cyclg®ate-10

this is according to the Medicare definition anthis date of LMP|
for unstimulated cycles or, where FSH is used,fits¢ date of
FSH administration. For cycles where the only psscis
movement or disposal of embryos, this is the ddtembryo
movement.

80

Procedure type

That is the type of procedure. Including:

e Donor Insemination (DI)

e Gamete Intra-Fallopian Tube Transfer (GIFT)

« OPU with or without fresh transfer or egg fertitisa (IVF)
e Frozen embryo transfer (FET)

e OPU with fresh and frozen embryo transfer (IVF+FET)
e GIFT with simultaneous FET (GIFT+FET)

e Cancelled OPU (Can OPU)

e Cancelled FET (Can FET)

« Embryo Move ie embryo disposal or export

« Embryo Move for Research

17

Surr

Is this procedure part of a surrogacy gearent

Char-1

18

Ov_Stim

Was injectable follicle stimulating hane (FSH) administered.Char-1

Does not include clomiphene or hCG alone unless wasialso
administered.

19

Di_insem

Where the cycle is for donor inseminatihis is the date of firstDate-10

donor insemination in this cycle.

81

Drug 1

Drug administered one, that is the name of thet fasuc
administered. This should include only drugs which used 1
regulate a cycle/ pregnancy.

Zhar-30

82

Drug 1 Dose

This is the total dose of Drug 1. The dose is #drministere
over the entire cycle/pregnancy.

Jum-10

83

Drug 1 Days

This is the total number of days Drug 1 was adrenésl for ove
the entire cycle/pregnancy.

Jum-3
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84 Drug 2 Drug administered two, that is the name of the sécdru¢ | Zhar-30
administered.
85 Drug 2 Dose This is the total dose of Drug 2. The dose is #udhthinistere | \um-10
over the entire cycle/pregnancy.
86 Drug 2 Days This is the total number of days Drug 2 was adrtenésl for ove | Jum-3
the entire cycle/pregnancy.
87 Drug 3 Drug administered three, that is the name of thed truc | Zhar-30
administered.
88 Drug 3 Dose This is the total dose of Drug 3. The dose is #udhthinistere | \um-10
over the entire cycle/pregnancy.
89 Drug 3 Days This is the total number of days Drug 3 was adrtenés for ove | Jum-3
the entire cycle/pregnancy.
90 Drug 4 Drug administered four, that is the name of thethfodru¢ | Zhar-30
administered.
91 Drug 4 Dose This is the total dose of Drug 4. The dose is #udhthinistere | \um-10
over the entire cycle/pregnancy.
92 Drug 4 Days This is the total number of days Drug 4 was adrtenésl for ove | Jum-3
the entire cycle/pregnancy.
93 Drug 5 Drug administered five, that is the name of thehfidru¢ | Zhar-30
administered.
94 Drug 5 Dose This is the total dose of Drug 5. The dose is #udhthinistere | \um-10
over the entire cycle/pregnancy.
95 Drug 5 Days This is the total number of days Drug 5 was adrtenésl for ove | Jum-3
the entire cycle/pregnancy.
96 Drug 6 Drug administered six, that is the name of the hsidru¢ | Zhar-30
administered.
97 Drug 6 Dose This is the total dose of Drug 6. The dose is #drinistere | \um-10
over the entire cycle/pregnancy.
98 Drug 6 Days This is the total number of days Drug 6 was adrtenésl for ove | Jum-3
the entire cycle/pregnancy.
99 Retrieval Gener | Whether General Anaesthetic was administered fdy.OP Char-1
Anaesthetic
100 | Retrieval Whether Antibiotics were administered OPU. Zhar-1
Antibiotics
101 | Retrieval Othe | Whether any other medication was used OPU. Thwule | Zhar-10
Medication include sedatives.
102 | Transfer Gener | Whether General Anaesthetic was administered fobrge | Char-1
Anaesthetic transfer.
103 | Transfer Whether Antibiotics were administered for embryamsfer. Zhar-1
Antibiotics
104 | Transfer Othe | Whether any other medication was used for embamster. Thi | Zhar-10
Medication should include sedatives.
105 | OHSS Whether there was any ovarian hyper stimulatior #rso the
severity.
106 | Retrieval Method | Method of OPU. Cancelled cycles are those wherecyite is | Zhar-20
stopped prior to any attempt to retrieve oocytesocyte retrieve
is attempted and no eggs are retrieved the cyaleticonsidere
cancelled. In this case the method of attempteteval should b
entered.
20 Opu_date The date that oocyte retrieval wapedd. Leave blank if npDate-10
OPU was performed.
21 N_eggs Number of oocytes which are retrieved®dBtJ). Include any Num-2
immature oocytes that are identified.
107 | N_eggsexp Number of oocytes which were donated for researchuality | N\um-2
assurance.
108 | N_eggsdisc Number of oocytes which were discarded as they wbr®rme | \um-2
or immature.
109 | N_eggsfroz Number of oocytes which were frozen. Num-2
22 N_donated Number of oocytes donated to somedeae e Num-2
23 N_recvd Number of eggs received from someore els Num-2
24 N_gift Number of eggs replaced in a gift proaedu Num-2
110 | FertCode If fertilisation through IVF or ICSI was attemptedcode shou | Zhar-8

be attributed to the fertilisation procedure. Ifeth was n
fertilisation attempted this field may be left bkan The
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fertilisation code must be unique to the fertilisatnot just th
patient. Required when a fertilisation is attempbedor transfe
of embryos (eg FET or embryo move), otherwise lddaak.

25 N_insem Number of eggs treated with IVF, doinciude ICSI oocytes Num-2

26 N_ICSI Number of eggs treated with ICSI Num-2

111 | EggsNotFert Number of oocytes not fertilised Num-2

112 | EmbryoFresh Number of embryos fresh transferred Num-2

39 N_clfroz Number of zygotes or cleavage stagergaos(i.e. <4 days sinceNum-2
fertilisation) frozen.

40 N_blfroz Number of blastocyst embryos (i.e. >&ygl since fertilisation) Num-2
frozen.

41 emdonexp This field serves two purposes: (1) Riscdhe number ofNum-2
embryos that are to be donated to someone elser(dgaole); (2)
Records the number of embryos to be exported frarcthrent
unit to another unit

113 | EmbExpLic If embryos are exported to anothet, pease specify receiving
units “Unit” code or Licensee number or the Licemeanber of a
NHMRC embryos research approval.

114 | EmbryoAbnorm Number of embryos that were carsid abnormal and allowedNum-2
to succumb

115 | EmbryoSurplus Number of embryos that were nbhowever excess to patienNum-2
needs therefore allowed to succumb

27 Sp_site Site of sperm extraction. That is é@ed, epididymal, testicularChar-1
or bladder.

28 Sp_persn Person whose sperm was used in ind@minalo be filled out|Char-1
for donor insemination or use of sperm in IVF.

116 | SpDonorLic If a sperm donor was used the “Unit” code storagenkee fror | Zhar-3
whom that sperm came from is required.

117 | SpDonorlD If a sperm donor was used the sperm donors idjisined. “har-8

118 | 5pPrepWashing If washing was used in sperm preparation. Zhar-1

119 | 5pPrepGradient If gradient method was used in sperm preparation. Zhar-1

120 | SpPrepSwimup If swim up was used for sperm preparation “har-1

121 | SpPrepOther Any other preparations methods that were usedludeclsolat | Zhar-20
here. The “Other” method should be specified

122 | ChemsStim If chemical stimulation was used the name of thenuba | Zhar-20
stimulant is specified.

123 | Manipulation If a micro manipulation technique was used to &s&n | Char-20
fertilisation eg. PZD, SUZI please specify the mge use
here. Not necessary to include ICSI here.

29 N_fert Number of eggs fertilised normally. Thetical issue is thg Num-2
opinion of the treating embryologist. Thus evetwid pronuclei
are not seen but cleavage occurs, provided the yeroigist
considers this to be a normal fertilisation thenslitould be
included.

30 PGD Answer yes where PGD in any form has beeformpged on any| Char-1
of the embryos. Otherwise answer no.

132 | NumPGD Number of embryos biopsied for genetic testing. Num-2

133 | N_Aneup_Test Number of embryos tested for aneuploidy. Num-2

134 | N_SGD_Tested | Number of embryos tested for specific gene disorder Num-2

135 | SGD_Specify Please specify the name of the specific gene disaebted (e | Char-20
cystic fibrosis).

136 | N PGD_Normal | Number of embryos considered normal after testing. Num-2

137 | N_Aneup Number of embryos with aneuploidy. Num-2

138 | N_SGD Number of embryos with the specific gene disordsted for. Num-2

31 Ass_hatc Answer yes where assisted hatchingnin farm has beenChar-1
performed on any of the embryos.

32 Emrecimp This field serves two purposes: (1) Riothe number ofNum-2
embryos that are to be received from donation fiect cycle);
(2) Records the number of embryos to be imported ihie
current unit from another unit.

33 N_clthaw Number of zygotes or cleavage stagergmsbthawed with the Num-2
intention of performing an embryo transfer if theyrvive.

34 N_blthaw Number of blastocysts (ie greater thRardays culture from Num-2
fertilisation) thawed with intention of performingn embryo
transfer if they survive.
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35 Et_date This is the date of embryos transfer.bd left blank if there wagDate-10
no embryo transfer.

124 | FertLicenseel That is the “Unit” code of the clinic where the tfiésation tool | Num-3
place. This field is only required where ther@isbryo transfe
disposal or export, otherwise it may be left blank.

125 | FertCodel This is the code attributed to the fertilisatiomgedure. This fiel | Zhar-8
is only required where there is embryo transfespdsal c
export, otherwise it may be left blank.

126 | FertLicensee2 That is the “Unit” code of the clinic where the tflisation tool | Jum-3
place. This field is only required where a seceatiof embryc
was used in the same cycle of embryo transferpdalpr export

127 | FertCode2 This is the code attributed to the fertilisatiomgedure. This fiel | Zhar-8
is only required where a second set of embryos wegasl in th
same cycle of embryo transfer, disposal or export.

128 | DonorOwnEmbry | Whether donor embryos or a couples own embryos weee il | Zhar-1
0s embryo transfer.

129 | N_clunsuitable Number of zygotes or cleavage stage embryos thahadar | N\um-2
unsuitable for transfer.

130 | N_blunsuitable Number of blastocysts (ie greater than 4 days wltiiorr | Num-2
fertilisation) thawed that are unsuitable for tfens

36 N_emb_et Number of zygotes of cleavage stageyaslfi.e. <4 days sinceNum-1
fertilisation) transferred.

37 N_bl_et Number of blastocyst embryos (i.e. >4sdaince fertilisation) Num-1
transferred.

38 Emb_icsi Were any of the transferred embryadlifed by ICSI? Char-1

131 | Transfer Site This is the site of embryo transfer, ie either interor fallopial | Zhar-1
tube

42 Emb_disp The number of frozen embryos dispodeid accordance with Num-2
patient or Government request.

43 Pr_clin Whether there was a clinical pregnandy.clinical pregnancy Char-1

must fulfil one of the following criteria: 1. Knowto be ongoing
at 20 weeks; 2. Evidence by ultrasound of an itéréne sac
(with or without fetal heart); 3. Examination ofgglucts of
conception reveal chorionic villi; or 4. A definitectopic
pregnancy that has been diagnosed laparoscopicallyby
ultrasound.

44 Pr_end_dt Date the pregnancy ended. This id#te on which delivery| Date-10
miscarriage or termination takes place. This datstreventually
be completed if the answer to pr_clin is “yes"tHé exact date i$
unknown, enter an approximate guess. Where mulbiple occur
over more than one date, enter the date of thiebfatsy born.

45 N_fh Number of fetal hearts seen on first utitasl (intrautreine only) | Num-2

46 Pr_ectop If this pregnancy is an ectopic pregpar a combined ectopipChar-1
and uterine (heterotopic) pregnancy, enter “yes”.

47 Pr_top Elective termination of pregnancy. Dd melude pregnanciesChar-1

where a planned fetal reduction of a multiple peey results in
subsequent unintended miscarriage, or a pregnaheyewthere
has been an IUFD requiring induced delivery. Qigasons for|
TOP in Abn_less (field 49).

48 Pr_reduc Where selective reduction was perforngdue to fetal|Char-1
abnormality. Give details in Abn_less (field 49).

49 Abn_less This field applies to elective termimas of pregnancy and fetallext-250
reductions due to fetal abnormality. Specify ascimdetail as|
possible.

50 Mat_comp Maternal complications of pregnancyseth as much detail gext-250
possible.

51 N_deliv Number of babies delivered after 20 veedRkclude all live born Num-1
and stillborn babies.

52 CSs Caesarean delivery. Doesn’t matter whether GSplemned or Char-1

emergency. If any of a multiple birth are a caemarsection
delivery, answer yes.

53 Babl out Outcome of first baby born. Eithettstth, live birth or neonata| Char-1
death.

54 Babl sex Gender of first baby born Char-1

55 Babl wt Birth weight in grams of first baby born urht-4
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56 Babl_abn Abnormality in the first baby born, jifplicable. Put as muchText-250
details as known about congenital malformation.

57 Babl nnd Date of Neonatal death of first babynbdeave blank if ngDate-10
neonatal death.

58 Bab2_out Outcome of second baby born. Char-1

59 Bab2_sex Gender of second baby born Char-1

60 Bab2_ wt Birth weight in grams of second baby born Num-4

61 Bab2_abn Abnormality in the second baby borapflicable. Put as muchText-250
details as known about congenital malformation.

62 Bab2_ nnd Date of Neonatal death of second batvy B@pplicable. Date-10

63 Bab3 out Outcome of third baby born. Char-1

64 Bab3 sex Gender of third baby born Char-1

65 Bab3 wt Birth weight in grams of third baby born urit4

66 Bab3_abn Abnormality in the third baby born, pplicable. Put as muchText-250
details as known about congenital malformation.

67 Bab3 nnd Date of Neonatal death of third baby hibapplicable. Date-10

68 Bab4 out Outcome of fourth baby born. Char-1

69 Bab4 sex Gender of fourth baby born Char-1

70 Bab4 wt Birth weight in grams of fourth baby born Num-4

71 Bab4_abn Abnormality in the fourth baby bornagplicable. Put as muchText-250
details as known about congenital malformation.

72 Bab4 nnd Date of Neonatal death of fourth balwg tibapplicable. Date-10

73 Morb_adm Answer yes if the female partner is ittdchto hospital with any Char-1
condition (excluding any pregnancy-related issugsgh as ar
ectopic pregnancy) that could be in any way reldtedertility
treatment, eg. OHSS, infection or bleeding aftempéck up.

74 Mrb_ohss If the cause of the morbidity is OH®8Sveer yes. Char-1

75 Morb_inf Provide details of the morbidity. Patas much detail as knowiext-250
about the cause of morbidity.
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RE: Council position on HLA testing for the creation of saviour siblings

Dear Licensee

You may be aware from recent media coverage that the Reproductive Technology Council
(Council) has undertaken to consider the position in Western Australia regarding the issue
of “saviour siblings”, where matched embryos that could potentially provide donor material
for an ill sibling may be selected through the use of Pre-implantation Genetic Diagnosis
(PGD) and Human Leukocyte Antigen (HLA) testing.

Under the current Human Reproductive Technology Act 1991 (HRT Act), an anomaly
exists whereby persons [S23 (a) (i) and (ia)] who are unable to conceive a child due to
medical reasons, and therefore likely to benefit from IVF, may be able to undertake PGD
and HLA testing of embryos to “match” siblings. However, the Act does not permit HLA
testing where the eligibility for IVF is based on the risk of a child being affected by a
genetic abnormality or a disease [S23(a) (ii)], and it does not permit those who are not
eligible for IVF to undertake HLA testing or tissue typing of an embryo.

While the ethical and medial issues surrounding this matter are complex and significant,
Council has agreed to examine how the inequity of access to HLA technology may be
addressed, and is currently seeking legal advice on this issue.

Preliminary advice is that an amendment to the HRT Act will be necessary to remove the
discrepancy. This promises to be a lengthy process, with the possibility that any required
amendments may ultimately be rejected.

Until such time as the HRT Act is amended, current WA legislation only allows persons
eligible for IVF due to medical reasons to seek approval to access this technology.

Please note that Council will advise you of any further changes in this matter.

Yours sincerely

CA Michael AO
Chair
Reproductive Technology Council

28 May 2008

Reproductive Technology Council Annual Report 2007-2008 Appendices



RE: consideration of increasing limit of 5 families per gamete donor

Dear Licensee

The concern raised by a number of clinics, that there is a shortage of sperm donors
currently in WA, is acknowledged as legitimate. The Counseling Committee of the RTC
proposed organising a seminar in 2008 with interested parties invited (including clinics,
future clients wishing to access sperm donation, etc.) to discuss ways this concern could
be addressed.

Following consideration by Council about the possibility of increasing the number of
recipient families that could access the donation of sperm from one donor, Council has
accepted the recommendation made by the Counseling Committee that at this time in
Western Australia it would not be in the interests of the community to allow this to occur.

The reasons Council rejected the suggestion to increase the number of recipient families
per donor included:

e The psychological impact on donor children if more than four other families were
biologically related to him/her.

« The risk of accidental consanguinity given the relatively small population of
Western Australia.

e Comparison with the limits set on the number of other children conceived by the
one donor (‘number of children’ was more usual than number of ‘recipient families’)
in other parts of Australia and worldwide with larger populations.

* The potential implications for donors now, who may be contacted by donor
offspring when they reach adulthood should the limit on the number of these
children/families be increased.

« Alternative options and the impact of these options, to increase the number of
known donors have not been fully explored in Western Australia at this time.

We look forward to input from the clinics regarding this matter in the future, and will advise
you of the date of the planned seminar.

Yours sincerely

loy. Aonbare.

CA Michael AO
Chair
Reproductive Technology Council

30 April 2008
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The general functions of the Reproductive TechnplGguncil are covered in section 14 tbé
Human Reproductive Technology Act 1991, which in effect set its Terms of Reference.

Functions of the Council (generally)

14. (1) Subject to section 13(2), the functions of the:u@ul are —

@

(b)

(©)

(d)

(e)

to advise the Minister —

0] on reproductive technology and any matter tisatconnected with, or
incidental to, reproductive technology; and

(ii) generally, as to the administration and eoéonent of this Act;

to advise the Commissioner of Health —

(1) on matters relating to licensing under thig,Ancluding but not limited to
the suitability of any applicant for a licence dramy licensee to carry out
particular procedures or approved research ana aket conditions that
should be imposed on any licence; and

(i) generally as to the administration and enéonent of this Act and
particularly on disciplinary matters;

after consultation with bodies representingspes having relevant expertise
sections of the public having appropriate interetstscompile and to cause to be
published, to review, and to amend, a Code of Reagthich —

0] sets out Rules, guidelines and relevant inftiom;

(ii) establishes the ethical standards requireticehsees, and gives effect to
the principles specified in, and the requiremefitthis Act; and

(i) provides for such other matters as may tsructed by the Minister, or as
the Council may determine, regulating the propendocat of any
reproductive technology practice, and of any pracedrequired to be
licensed and the proper discharge of the functadribe licence supervisor
and other persons to whom a licence applies, haltilegegard to this Act;

subject to paragraph (e), to encourage antitédej research —

0] into the cause, prevention and treatment bfyales of human infertility,
adequate attention being given both to female amdate infertility; and

(i) as to the social and public health implicasoof reproductive technology;

to ensure that no project of research is edraut by or on behalf of a licensee

upon or with —

0] any human egg collected in the course of avitio fertilisation procedure;

(ii) human gametes intended for subsequent usanirartificial fertilisation
procedure;
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(i) any human egg undergoing fertilisation;

(iv) any human embryo; or

(v) any participant,
otherwise than in accordance with this Act and pan$ to a general or specific prior
approval given by the Council;

() to consider applications for, and where progemt, approval to carry out research
to which paragraph (e) applies;

(9) to promote informed public debate, and to ctinaith bodies representing the
public or sections of the public, on the ethicakial, economic and public health
issues that arise from reproductive technology;

(h) to communicate and collaborate with otheatibs having similar functions, in
Australia and elsewhere, and, generally, to gifeceor to cause effect to be given
to the objects of this Act.

2) Subsection (1)(e)(iv) does not apply in relatioran excess ART embryo except in
relation to the use of such an embryo that is a&mgt use as defined in section
53W(2).

(2a) The Council must not grant approval to any regdeaeing conducted upon or with

a human embryo unless —

(a) the embryo is intended for use in the repradedechnology treatment of a
woman and the Council is satisfied, on the basiexidting scientific and medical
knowledge, that the research is unlikely to ledee@mbryo unfit to be implanted
in the body of a woman; or

(b) the research consists of a use referred tedtian 53W(2)(b) or (f).

(2b) The Council must not grant approval to any diagicgprocedure to be carried out
upon or with a human embryo unless —
(a) the embryo is intended for use in the repradedechnology treatment of a
woman and the Council is satisfied, on the basiexadting scientific and medical
knowledge, that —
() the diagnostic procedure is unlikely to leave tembryo unfit to be
implanted in the body of a woman; and
(i) where the diagnostic procedure is for the gienesting of the embryo,
there is a significant risk of a serious genetinaimality or disease being
present in the embryo; or
(b) the diagnostic procedure consists of a useregf¢o in section 53W(2)(d) or

().

(3) Where a person contravenes —
(a) any provision of, or requirement under, theg,Aot being a direction; or
(b) any direction given by the Commissioner, bemgdirection which is
consistent with the Code or is not inconsistenhwt
(i) ethical guidelines laid down by the NHMRC, aw the time being
prescribed,;
(ii) criteria established by a body referred tsaction 29(5)(a)(i) or (i), as
for the time being prescribed; or
(i) a provision of, or any principle set out ior, requirement under, this Act, as
from time to time amended,
the Council shall endeavour to ensure that effegiven to that provision, requirement
or direction.
[ Section 14 amended by No. 17 of 2004 s. 11; No. 55 of 2004 s. 523
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. Functions of the Council in relation to permitted enbryo storage

24. (1) In relation to the storage of any human gametamam egg undergoing fertilisation or
human embryo —

(a) the primary purpose stated in any consentdathrage of a human embryo must relate
to the probable future implantation of that emboydts probable future use under an
NHMRC licence; and

(b) the Code may make provision as to what, ini@agr circumstances, constitutes an
excessive time for the storage of —
(i) human gametes;
(i) a human egg undergoing fertilisation; or
(iif) a human embryo, but no human egg undergoarglisation or human embryo
shall be stored for a period in excess of 10 yeacept with the approval of the
Council under subsection (1a).

(1a) The Council may, on an application by an eligipdeson, approve in writing a longer
storage period for a human egg undergoing fertitieaor a human embryo if it considers
that there are special reasons for doing so irrticpkar case.

(1b) An approval under subsection (1a) may be sulbgecbnditions and is to specify the date
on which the longer storage period ends.

(1c) An approval under subsection (1a) can only bergivefore the end of 10 years, or if a
longer storage period has previously been appraweér subsection (1a), before the end
of that period.

(1d) The Council is to inform the Minister of each apgal given under subsection (1a), but in
such a manner that the identity of the biologicalepts cannot be ascertained from the
approval.

(2) In subsection (1a) —

“eligible person”, in relation to a human egg undergoing fertilisator a human embryo,

means —

(a) a person who is or is to be a participant imeificial fertilisation procedure in which
the egg or embryo is to be used;

(b) a person for whom the egg or embryo was d@eslpor

(c) in the case of an excess ART embryo, exceglation to the use of such an embryo
referred to in section 10(2)(e) of the CommonweHltiman Embryo Act, the licensee.

(3) Three months before the end of a period of stopagmitted under this section the licensee
must take reasonable steps to notify each persomiiom the human egg undergoing
fertilisation or human embryo is being stored.

(4) If a period of storage permitted under this sectiomes to an end and no application has
been made for the extension of the storage petimd]icensee may, if the licensee has
complied with subsection (3), allow the human egdargoing fertilisation or the human
embryo to succumb and will not be liable to anyfmeso doing.

[ Section 24 amended by No. 1 of 1996 s. 5 and 6; No. 3 of 2002 s. 75; No. 17 of 2004 s. 18.]
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Annual reporting requirements under the Act

The requirements for reporting on the use of reypctde technology in the State are set out in
Section 5 (6) and clause 11 of the Schedule tdilmean Reproductive Technology Act 1991, as

follows:

S. 5(6).A report on the use of human reproductive technpiogthe State during the preceding
financial year shall be furnished annually by theugxil to the Commissioner who shall thereafter
submit the annual report required by clause 1he®fSchedule to the Minister who shall, within 14
sitting days after submission of that report, caospies of it to be laid before each House of

Parliament”;

and from the Schedule in the HRT Act -

11. Annual report on reproductive technology

(1) The report to be furnished by the Council to then@uassioner of Health on the use of
reproductive technology in the State and the ojmrabf the Council in the preceding year
ending 30 June shall be so furnished by such aagate the opinion of the Commissioner,
will enable the Commissioner to submit an annupbreto the Minister not later than 30
September in each year.

(2) The report to be furnished by the Council to then@assioner, and the annual report to be
submitted to the Minister, under subclauge (1

(a) shall set out-

(i) any significant developments in the use ofjrothe procedures or techniques
used in, reproductive technology during the yedretiver in the State or elsewhere;
(if) details of research specifically approved by,being conducted with the prior

approval of, the Council during that year;

(iii) in statistical terms, the activities of persolicensed under this Act and carried
on during that year; and

(iv) any discernible social trends that became eppaduring that year and are, or
may be, attributable to the use of reproductivanetogy;

(b) shall contain particulars of-

(i) any contravention of this Act, or of any ternesndition or direction relating to
a licence or exemption; and

(ii) any other matter within the responsibilitiefstile Council or the Commissioner,
that is, in the opinion of the Council or of therfdmissioner, of significance to the
public interest;

and

(c) shall, if that is practicable, be combinedhaany annual report that may be required to
be submitted in relation to this Act under th@ancial Administration and Audit Act
1985.

[ Schedule amended by No. 78 of 1995 s. 147.]
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REPRODUCTIVE TECHNOLOGY COUNCIL
POLICY ON APPROVAL OF DIAGNOSTIC PROCEDURES
INVOLVING EMBRYOS

1. BACKGROUND.

At its meeting of 9 November 2004 the Reproductive Technology Council (Council)
endorsed the Report to the Reproductive Technology Council from the PGD
(Implementation) Technical Advisory Committee (PGD Committee) and agreed that
the Council’s policy on approval of applications to carry out embryo diagnostic
procedures should be based on recommendations in the Report. Council approved
the Policy on Approval of Diagnostic Procedures involving Embryos (the Policy) on
the 14 December 2004.

In mid 2005, the PGD Committee commenced a review of the Policy to incorporate
changes based on the experience of the committee during the initial operation of the
approval processes. In December 2006 the PGD Committee presented a revised
version of the Policy for ratification by the Council. The Council considered these
changes and approved the revised Policy on 11 December 2007.

The amendments to the Human Reproductive Technology Act 1991 (HRT Act)
proclaimed on 1 December 2004 permit the diagnostic testing of embryos (including
pre-implantation genetic diagnosis (PGD)) to be undertaken in Western Australia.

All diagnostic procedures carried out, on or with a fertilising egg or an embryo must
have the prior approval of the Council. General approval may be provided in the
Code of Practice (or Directions) or specific approval given in a particular case
(sections 7(1)(b), 14(2b) 53(W)(2)(d) and 53(W)(4) of the HRT Act).

This Policy sets out approaches and processes for the approval of all diagnostic
testing involving embryos, as recommended by the PGD Committee. It does not
deal with diagnostic procedures that may be carried out on unfertilised eggs or eggs
undergoing fertilisation, such as the testing of polar bodies removed prior to the
formation of two pronuclei. Although such testing is regulated under the HRT Act
and requires Council approval, there are no specific provisions about criteria that
the Council is to consider in granting approval.
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The HRT Act places different requirements on approval of each of the two broad
categories of diagnostic testing that may be undertaken on embryos, depending on
whether the diagnostic procedures are to be carried out prior to implantation or on
embryos that are not to be implanted.

(a) Pre-implantation procedures

Where the embryo is to be implanted, the Council must be satisfied, based
on scientific and medical knowledge, that the procedure is ‘unlikely to leave
the embryo unfit for implantation’ and there is ‘a significant risk of a serious
genetic abnormality or disease being present in the embryo’.

Diagnostic testing carried out prior to implantation is generally intended to
allow selection of embryos that do not have an abnormality or disease for
implantation.

A distinction may be made between-

Pre-implantation genetic diagnosis (which may be known as PGD-familial or
simply, PGD), where pre-existing diagnosis indicates that an embryo is at a
significant risk of being affected by a serious genetic condition; and
Pre-implantation genetic screening (which may be known as PGD-
aneuploidy screening, aneuploidy screening, or PGS), carried out in
categories of patients thought to be at higher than average risk of conceiving
abnormal embryos.

(b) Diagnosis in excess ART embryos

Most uses of excess ART embryos are subject to a licensing requirement
that is to be administered by the National Health and Medical Research
Council.

One exception to this requirement is in relation to excess ART embryos that
are being tested as ‘part of diagnostic investigations conducted in connection
with the assisted reproductive technology treatment of the woman for whom
the excess ART embryo was created’. The Council can approve diagnostic
testing of an embryo in this circumstance if the embryo is not suitable for
implantation (solely on the basis of its biological fitness).

The Framework set out in Attachment 1 summarises the approach to be taken.
An Application Form for Approval under the Human Reproductive Technology Act

1991 (HRT Act) for a diagnostic procedure to be carried out upon or with an embryo
is included as Attachment 2.
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2. PoOLICY

2.1 Approach to applying the legislation

The starting point for this approach is found in the terms of the HRT Act, in
particular the criteria that are set out in section 14(2b). The legislative provisions are
to be applied according to their ordinary meaning conveyed by the text. Extrinsic
material such as the Explanatory Memorandum and the Parliamentary debate on
the Bill can be used to confirm the ordinary meaning or to assist in determining the
meaning if the text is unclear.

Section 14(2b) states:

The Council must not grant approval to any diagnostic procedure to be carried out upon
or with a human embryo unless —

(a) the embryo is intended for use in the reproductive technology treatment of a woman
and the Council is satisfied, on the basis of existing scientific and medical
knowledge, that —

(1) the diagnostic procedure is unlikely to leave the embryo unfit to be implanted in
the body of a woman; and

(i1) where the diagnostic procedure is for the genetic testing of the embryo, there is
a significant risk of a serious genetic abnormality or disease being present in the
embryo;

or

(b) the diagnostic procedure consists of a use referred to in section 53W(2)(d) or (f).

The following approach should be taken in the application of the terminology in
section 14(2b) of the HRT Act:

"the Council is satisfied, on the basis of existing scientific and medical
knowledge"

This phrase sets the parameters of the matters that are relevant to the Council's
considerations.

1. The Council should rely on the guidance of experts in the medical and scientific
field to provide it with opinions and conclusions about the existing scientific and
medical knowledge that is relevant to the matters which the Council is required to
consider.

2. It is not appropriate to specify a degree of probability for the Council to be
satisfied about the matters in section 14(2b). Rather, the Council should look at
whether it has been provided with information or evidence to give it confidence in
the decision that it is required to make.
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"Unlikely to leave the embryo unfit to be implanted in the body of a woman"

3. The decision making on “fitness to implant” is largely a question of clinical criteria.
In the context of diagnostic testing for embryos that are intended for ART treatment
the testing should not damage the embryo in a way that means a viable pregnancy
could not be achieved using the embryo.

4. Whether a diagnostic test is unlikely to leave an embryo unfit for implantation is a
matter for evidence of the risks associated with the procedure, and it is not
appropriate to specify a degree of mathematical probability.

"significant risk of a serious genetic abnormality or disease”

5. It is not appropriate to specify a statistical probability as the sole criterion for the
risk of a genetic abnormality or disease being present in the embryo to be
“significant”.

6. The level of risk should be measured against the risk of the disease or disability
occurring in the general population. The Council should be satisfied that there is a
higher risk of the embryo in question being affected by the abnormality or disease
being tested for than for embryos in the general population.

7. The significance of the risk for the persons seeking the testing may also be
relevant, in that the persons seeking treatment may have varying perceptions of the
significance of risk that need to be taken into account.

"significant risk of a serious genetic abnormality or disease”

8. In assessing whether a genetic abnormality or disease is serious it is appropriate
to look at environmental and personal factors as well as the impairment to body
functions and structures that may arise from the condition. The assessment should
consider the limits that these factors impose on the extent to which a person can
engage in activities or participate in life situations.

9. The International Classification of Functioning Disability and Health (ICF)
developed by the World Health Organisation provides a broad overview for
assessment of seriousness, which covers many different aspects of disease,
however, does not consider an individuals perspective of seriousness. The
infrastructure of the ICF may be adapted to the assessment of the seriousness of a
genetic abnormality or disease.
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2.2 Factors to be considered in deciding whether to approve an
embryo diagnostic procedure

10. In deciding whether to approve an embryo diagnostic procedure the Council
needs to consider:

= the risk and severity of the condition that is to be tested for, and

= the safety and reliability of the procedure.

It is noted that genetic testing of embryos will only be available for participants who
are eligible to receive IVF treatment in accordance with the requirements in section
23 of the HRT Act.

2.2.1 Conditions that may be tested for

11. In considering conditions that may be tested for, a distinction is made between
Pre-implantation Genetic Screening (also known as PGD-aneuploidy screening,
aneuploidy screening or PGS), and Pre-implantation Genetic Diagnosis testing for
known single gene defects and translocations (also known as PGD-familial or
PGD).

Aneuploidy

Aneuploidy is the scientific term that refers to the occurrence of one or more extra
or missing chromosomes. This can have serious consequences for a single cell or
an entire organism. Chromosomal aneuploidy may lead to infertility, pregnancy loss
— such as miscarriage or stillbirth — the death of a child, as well as a number of birth
defects, genetic syndromes and/or mental retardation.

12. Aneuploidy is considered to be a serious genetic abnormality.

13. Aneuploidy screening should be available to the following categories of people
who are eligible for the IVF program and who are considered to be at risk of
producing an embryo that is chromosomally abnormail:

e women over 35 years of age providing eggs; or

e women with >2 miscarriages; or

e women with >2 failed IVF attempts where embryos have been transferred; or

e women referred by a clinical geneticist with a family history of aneuploidy not

caused by translocations or other chromosomal rearrangements.

14. There may be additional circumstances in which aneuploidy testing may be
appropriate and this should be subject to case by case approval by the Council.

Single gene defects and translocations

15. It is not appropriate to specify a list of conditions that could be tested for by
PGD. Each application needs to be considered on its own merits, as the Council
needs to be satisfied that the condition will be serious in the embryo (potential
offspring).
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16. The Council should evaluate PGD for individual cases, based on support of a
clinical geneticist (accredited by the Human Genetics Society of Australasia
(HGSA)) who has assessed the risk and seriousness of the condition to be tested
for and discussed relevant issues with the participants requesting the testing.

17. In making its determination the Council should also take into account that the
genetic abnormality or disease in the embryo is not simply a defect in the genetic
material, but is one associated with a known clinical deficit.

18. Where approval for embryo diagnostic testing is being sought for a condition
where there may be carrier embryos but no affected embryos (e.g. a male
participant with an X linked recessive condition), Council must consider whether the
condition will have a serious effect on the carrier embryo.

2.2.2 Applications for conditions requiring case by case approval

19. An application to the Council for approval should be made by the clinic using the
Application Form for Approval for a Diagnostic Procedure to be Carried Out Upon or
With an Embryo (Attachment 2). The application should contain only de-identified
information about any participant. Care must also be taken not to disclose any non-
relevant personal, private or confidential matters.

20. An application for approval of testing should include a report from the clinical
geneticist addressing the following questions as relevant:

Areas to be addressed Criteria

Is there a significant risk of a serious genetic abnormality or disease in the E
context of the family that is requesting the testing?

What is the genetic abnormality or disease that is to be tested for? E

What experience with, and attitude to, the abnormality or disease does the

: : . E
family requesting the testing have?
What factors indicate that there is a risk that the embryo will be affected by E
the genetic abnormality or disease?
What is the level of impairment to body functions and structures that is E

usually associated with the abnormality or disease?

What difficulties would a person with the abnormality or disease be
expected to have in participating in activities such as learning and applying E
knowledge, communication, mobility, self care, employment and
community, social and civic life?

What is the level of support that would be required by a person who has

the abnormality or disease? D
What are the prospects for new and longer-term treatments and D
interventions for the condition?

What is the capacity of the family who are requesting the testing to provide D
the level of support required by a child with the abnormality or disease?

What clinical genetic and diagnostic data are to be used in the testing D

procedure?

What other testing options are available? D

What level of information will be possible from the test, in terms of D
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interpretation, sensitivity and specificity (includes error)?

Has the person requesting the testing been provided with counselling
about the potential impact of testing and contact information for other D
persons or organisations that have experience with the condition?

Criteria: E = essential D = desirable

21. For conditions where the genetic abnormality or disease results predominantly
in a psychological impact, a report from a psychologist addressing the potential
psychological impact upon the embryo (as a potential future person) should be
included in the application.

22. There should also be an opportunity, but not a requirement, for the person(s)
requesting the testing to provide a statement to the Council about the impact of the
abnormality or disease on them.

2.2.3 Feasibility Testing and the Application Process

23 The Council may grant approval for a PGD procedure where positive feasibility
study results are available.

In cases where the feasibility results are pending (e.g. prior to the ordering of the
feasibility study) the Council may grant conditional approval, with the below outlined
conditions:
o Where the feasibility results are positive (i.e. the diagnostic procedure as
outlined in the application and approved by Council could be undertaken) —
a) Council be provided with documentation to confirm that the approved
diagnostic test was feasible; and
b) at the time the diagnostic procedure is carried out, there have been no
unapproved changes to relevant procedures, staffing, test etc;
e Where the feasibility results are negative (i.e. the diagnostic procedure as
outlined in the application and approved by Council could not be undertaken) —
a) Council be provided with documentation to confirm that the approved
diagnostic test was not feasible; and
b) where an alternate embryo diagnostic procedure is offered the participants
be offered an appointment with a clinical geneticist to discuss the alternative
options for genetic testing of embryos; and
c) an amended application be provided for Council approval providing details of
the alternate diagnostic procedure to be undertaken.

24. In regard to organising feasibility studies-

a) ART clinics should inform Genetics Services when organising feasibility
studies, so that the clinical geneticists can communicate with the testing
laboratories; and

b) The clinical geneticist should encourage patients to keep them informed of
the progress of their cases, especially in the event of a negative feasibility,
when the couple would be offered a follow-up appointment.

25. In considering an amended application for an alternative diagnostic procedure
subsequent to a negative feasibility study (such as approval for the use of FISH for
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sex selection to avoid transmission), one factor to be considered by Council will be
that options have been fully canvassed with a clinical geneticist.

2.2.4 Additional considerations in embryos diagnostic testing
Sex selection

The HRT Act makes it clear that the use of an embryo diagnostic procedure for sex
selection alone would not be permitted. The 2004 National Health and Medical
Research Council’'s Ethical guidelines on the use of assisted reproductive
technology in clinical practice and research also prohibit this use of sex selection.

26. Although genetic testing for other purposes may provide information about the
sex of an embryo, information conveyed to participants by clinicians or scientists
should not include information about the sex of the embryo, unless this is relevant to
the genetic abnormality or disease.

27. Applications for sex selection to avoid transmission of a genetic disease should
be applied for using the “Testing for a specific condition” part of the application.

Carrier embryos

For some single gene defects a person may be a “carrier” of the condition. People
who are carriers may be at risk of passing the gene on to their offspring. For further
information on types of gene defects refer to:

http://www.genetics.edu.au/factsheet/index.html

28. Where approval is granted by Council for genetic testing for a specific condition,
the participant may consent to implant unaffected non-carrier embryos or to
preferentially implant non-carrier embryos.

e Implanting unaffected non-carrier embryos means selecting only those
embryos with no copy of the mutated gene (ie not selecting either affected or
carrier embryos).

e Preferentially implanting non-carrier embryos means selecting unaffected
non-carrier embryos as a first preference and carrier embryos as a second
preference).

29. Where participants are considering either implanting only unaffected non-carrier
embryos or preferentially implanting unaffected non-carrier embryos and the
condition being tested is passed on through autosomal recessive inheritance
participants should be informed of the low risk of inheritance of the condition to the
second and future generation.

30. Where parents consent to preferential selection of unaffected non-carrier
embryos for autosomal recessive conditions, they should not routinely be informed
of the carrier status of the embryo or embryos implanted.

So as to ensure that individuals can give informed consent for their own testing at
an appropriate time, clinical geneticists do not recommend carrier testing in minors.
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This will be discussed with parents undertaking PGD at their clinical genetics
consultation. Experience has shown that most couples choose not to be informed
of the carrier status of the embryo implanted.

2.3 Safety and Reliability of testing — Standards for facilities,
staffing and technical procedures

31. In deciding whether a diagnostic test is likely to leave an embryo fit for
implantation it is necessary to consider the safety and reliability of diagnostic
procedures to be undertaken. The Council provides guidelines (below) on the
appropriate standards for facilities, staffing and technical procedures, and clinics
should seek approval to undertake the testing based on their demonstrated capacity
to meet the guidelines.

32. At the time an approved procedure is carried out approvals granted must be
current.

2.3.1 Guidelines for embryology laboratories

33. Prior approval by the Council for the embryo biopsy procedures and any other
new or amended embryology procedures (such as the use of extended culture to
enable the transfer of fresh embryos following biopsy and diagnosis) should be
required. The normal processes of specific approval should apply, including a
requirement for prior approval from a Human Research Ethics Committee.

34. The standards for approval of embryology laboratories and procedures set out
in Attachment 3 should be applied.

35. Where appropriate intra-cytoplasmic sperm injection (ICSI) may be used to
develop embryos that will be genetically tested prior to implantation (in accordance
with the Minimum Standards for ICSI use).

2.3.2 Guidelines for genetic testing laboratories

36. The standards for approval of genetics laboratories and procedures set out in
Attachment 4 should be applied.

37. Where a local ART laboratory is carrying out aneuploidy screening, such as
using FISH based tests, the clinic must have oversight /supervision for the first 50
patients from a WA-based cytogeneticist experienced in carrying out FISH (such as
for pre-natal diagnosis) on a regular (i.e. weekly) basis.

38. At the completion of the 50 cases the clinic should arrange for the cytogeneticist
who carried out the supervision to report to the PGD Committee on progress and
competency with FISH within the ART laboratory. Any concerns may result in the
PGD Committee advising the Council that the supervision should be continued.
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39. Where genetic testing is to be performed by a laboratory external to the ART
clinic, relevant information from the Service Level Agreement must be provided to
the Council to enable adequate consideration of the application.

40. Clinics should be permitted to export samples derived from embryo biopsy from
Western Australia for genetic testing elsewhere, if that testing has been approved
by the Council. These samples should not be exported for testing elsewhere if that
testing has not been approved by the Council.

2.3.3 Record keeping

41. To allow comprehensive follow-up of outcomes after diagnostic procedures are
carried out, the following data items that are not already being reported for inclusion
in the Registers should be collected:
e # embryos biopsied;
# embryos damaged,;
reason for genetic testing (aneuploidy screening or PGD);
# embryos successfully screened;
and list of gene defects tested for.

2.4 PGD Clinical Process

Attachment 5 provides Flow Charts for the Coordination of Pre-implantation Genetic
Diagnostic Services in WA in the two differing scenarios of aneuploidy screening
and PGD.

42. Clinics offering embryo diagnostic procedures should be required to put in place
a named staff member whose role it is to act as ‘PGD coordinator’ and coordinate
the information relating to each person undergoing the procedures and respond to
patient queries about progress with their testing. This person may be the clinic
counsellor, a nurse or other person.

241 Counselling

43. It is necessary that participants in IVF have access to accurate information and
counselling about any proposed genetic testing of embryos. Although a genetic
consultation (that may involve both a clinical geneticist and a genetic counsellor)
should only be required in cases of PGD for single gene defects or translocations,
some genetics expertise should be available in the IVF clinic for those undergoing
aneuploidy screening.

44. Approved counsellors providing counselling in a clinic that offers aneuploidy
screening should have some understanding of genetics, as ideally also should
embryologists and nurses, so that they can adequately assist couples undergoing
PGD or aneuploidy screening. This would not replace the role of the clinical
geneticist or trained genetic counsellor as being the main source of complex genetic
information where this is requested, required or recommended.
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45. In the case of single gene defects and translocations there should be a
mandatory genetic consultation with a clinical geneticist who provides a report to the
Council as required in the application for approval. The consultation may also
involve a genetic counsellor who is accredited by the HGSA as required.

46. In the case of aneuploidy screening it should be mandatory for participants to
see the clinic counsellor (an ‘approved counsellor’ under the HRT Act), to assist in
understanding the ramifications of genetic testing in the IVF setting.

47. The Council should liaise with WA Genetics Services and the Genomics
Directorate of the Department of Health in the development and facilitation of
training in genetics for approved counsellors and other interested staff at licensed
ART clinics.

2.5 Diagnostic testing of excess ART embryos

48. The scope of testing permitted under the HRT Act is very narrow. The
diagnostic testing must be part of clinical practice and approval to undertake
assessment should be on the same basis as approval for an innovative procedure;
that is, on a clinic by clinic basis.

49. Conditions on the approval should address issues such as counselling,
information giving and reporting and record keeping. Part B of the Framework
(Attachment 1) sets out the guidelines that should be addressed.

2.6 Ongoing Council process of consideration of issues in
embryo diagnostic testing

50. The constitution and terms of reference of the PGD Committee are appropriate
to allow it to provide advice to the Council about individual applications that are
made for approval to undertake diagnostic testing of embryos.

In addition to the expertise of members on the Committee it is noted that the
Committee can seek additional input from relevant experts if required. As a smaller
group, with specialist knowledge, the Committee is well equipped to provide an
efficient assessment of applications.

51. The Council should request the PGD Committee to provide it with advice on
applications for approval of embryo diagnostic procedures as these are received.

52. The Council should request the PGD Committee to liaise with an appropriate

body on ethical issues specific to genetics and regularly update the Council on
ethical issues and matters of interest from the Committee.
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FRAMEWORK FOR APPROVAL OF AN EMBRYO DIAGNOSTIC PROCEDURE

ATTACHMENT 1

ATTACHMENT 1: FRAMEWORK FOR APPROVAL OF AN EMBRYO
DIAGNOSTIC PROCEDURE

A. Pre-implantation genetic diagnostic procedures

PGD/ PGS
May only be offered where participants are eligible for IVF under the HRT Act:
Either they are unable to conceive a child due to medical reasons OR their child would otherwise be
likely to be affected by a genetic abnormality or disease.

Clinics seeking authorisation should obtain a copy of the
Application for Approval to Carry Out Embryo Diagnostic Procedures.

A.1 Diagnostic procedures to be carried out in
categories of patients thought to be at higher than
average risk of conceiving abnormal embryos.

(PGD-aneuploidy screening/aneuploidy
screening/PGS)

1. Generally authorised under the Act, under
certain conditions

a) Initially general authorisation will be clinic by
clinic, but all to the same standards.

b) Criteria for eligibility:

= women over 35 years of age providing eggs; or

=  women with >2 miscarriages; or

=  women with >2 failed IVF attempts where
embryos have been transferred; or

= women referred by a clinical geneticist with a
family history of aneuploidy not caused by
translocations or other chromosomal
rearrangements, or

= otherwise as approved on a case by case basis by
the Council.’

A.2 Diagnostic procedures to be carried out where pre-
existing diagnosis indicates that an embryo is at a
significant risk of being affected by a serious genetic
condition.

(PGD-familial/PGD)

1. Case by case approval

(a) Applications for approval must be made on the
proforma provided.
(b) Support from a clinical geneticist accredited by
the Human Genetics Society of Australasia
(c) A report from the clinical geneticist addressing
the following questions as relevant:
= Is there a significant risk of a serious genetic
abnormality or disease in the context of the family that
is requesting the testing? (E)
=  What is the genetic abnormality or disease that is to be
tested for? (E)
=  What experience with, and attitude to, the abnormality
or disease does the family requesting the testing have?
(E)
= What factors indicate that there is a risk that the embryo
will be affected by the genetic abnormality or disease?
(E)
=  What is the level of impairment to body functions and
structures that is usually associated with the abnormality
or disease? (E)
= What difficulties would a person with the abnormality
or disease be expected to have in participating in the
activities such as learning and applying knowledge,
communication, mobility, self care, employment and
community, social and civic life? (E)
= What is the level of support that would be required by a
person who has the abnormality of disease? (D)
= What are the prospects for new and longer term
treatments and interventions for the condition? D)
= What is the capacity of the family who are requesting
the testing to provide the level of support required by a
child with the abnormality or disease? ? D)
=  What clinical genetic and diagnostic data is to be used
in the testing procedure? ? D)
= What other testing options are available? ? D)
= What level of information will be possible from the test,
in terms of interpretation, sensitivity and specificity
(includes error)? ? D)




FRAMEWORK FOR APPROVAL OF AN EMBRYO DIAGNOSTIC PROCEDURE

ATTACHMENT 1

Conditions:
(a) Any participant whose embryos are to be
tested must meet criteria for eligibility for
the testing that are set by the Council.

(b) Any licensee proposing to carry out such
tests must have prior approval from the
Council for all stages of the procedures
involved in the biopsy and ongoing culture
of the embryos (innovative practices), to
ensure that the procedures are ‘unlikely to
leave the embryo unfit for implantation’;

(c) The types of genetic tests to be carried out
and the laboratories where they are to be
performed must be approved by the Council
to ensure that the tests are feasible and
likely to be safe and effective; and

(d) Reporting and record keeping requirements
must be complied with.

(e) Counselling, information giving and
consent requirements must be complied
with.

2. Extensions to the criteria for eligibility:

Clinics may apply to the Council for any
extension to the criteria for eligibility for this
testing.

This request should detail why the extension is needed
and provide documented evidence that the
requirements of the Act that there be a ‘significant risk
of a serious genetic abnormality or disease being
present in the embryo’ would still be met..

Has the person requesting the testing been provided
with counselling about the potential impact of testing
and contact information for other persons or
organisations that have experience with the condition? ?
D)

E=essential D=desirable

Conditions:

2.1 Where approval is sought on the basis of applicable

positive feasibility study results -

(a) Any licensee proposing to carry out such tests
must have prior approval from the Council for all
stages of the procedures involved in the biopsy
and ongoing culture of the embryos (innovative
practices), to ensure that the procedures are
‘unlikely to leave the embryo unfit for
implantation’;

(b) The types of genetic tests to be carried out and
the laboratories where they are to be performed
must be approved by the Council to ensure that
the tests are feasible and likely to be safe and
effective; and

(c) Reporting and record keeping requirements must
be complied with.

(d) Counselling, information giving and consent
requirements must be complied with.

2.2 Where approval is sought and feasibility study results
are not yet available, any approval granted by the Council
will have the following additional conditions-

(a) Any relevant Council approvals are to be still
current at the time the procedure is carried out;
and

(b) If the feasibility study is negative, the
participants are offered an appointment with a
clinical geneticist to discuss their available
options in full.

Any subsequent application for an alternative diagnostic
procedure for these participants will take into account the
provision of this counselling.
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B. Excess ART embryos

Note: To be eligible for Council approval Clinics must comply with s 53W(2)(d)(ii) , ie the diagnostic procedure to be
carried out must be in connection with the ART treatment of the woman.

If the diagnostic procedure is to be carried out as part of a Quality Assurance program, approval MUST be sought
from the National Health and Medical Research Council.

A diagnostic procedure involving an excess ART embryo may be generally authorised under the Act, under certain
conditions.

General authorisation is to be granted clinic by clinic.

Clinics seeking authorisation should obtain a copy of the Application for Approval to Carry Out Embryo Diagnostic
Procedures.

Conditions:

1. That the embryo to be tested is unfit for implantation on the basis of its biological fitness for implantation (as required
by s.53W(2)(d)(1)); and

2. That the procedure also complies with s 53W(2)(d)(ii), ie is in connection with the ART treatment of the woman.

3. That reporting and record keeping requirements set out on approval must be complied with.

4. That counselling, information giving and consent protocols on approval must be complied with.
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APPLICATION FORM FOR APPROVAL UNDER THE HUMAN REPRODUCTIVE
TECHNOLOGY ACT 1991 (HRT ACT) FOR A DIAGNOSTIC PROCEDURE TO BE
CARRIED OUT UPON OR WITH AN EMBRYO

Name of Licensee:

Licence Supervisor:

(Full name)

PGD Coordinator:

(Full name)

Address:

Tel:

Fax:

Is approval being sought to undertake aneuploidy screening prior to implantation?
[] yes* [ ]no
*If yes please complete Part A & Part B.

Is approval being sought to undertake genetic testing for a specified condition prior to
implantation?

[] yes* [ ]no
*If yes please complete Part A & Part C.

Is approval being sought to undertake diagnostic testing on an excess ART embryo?

[] yes* [ ]no

*If yes please complete Part D.

For office use only
Reference No:
Issued: (Date):

Signed:
(Chairman, Reproductive Technology Council)
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INSTRUCTIONS:

e This form is available electronically on the Reproductive Technology Council website at
http://www.rtc.org.au/ under Information for Clinics>Forms.

e The information requested may be printed or typed in the shaded boxes or provided as
attachments.

e Please do not include patient identifying information in the application.
e The application may be submitted:

» Dby e-mail to the Executive Officer at rtc@health.wa.gov.au or

» Dby post to:
The Executive Officer
The WA Reproductive Technology Council
PO Box 8172
Stirling Street
Perth 6849
Telephone: (08) 9222 4490
Facsimile: (08) 9222 4183
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PART A:

APPROVAL OF TECHNICAL PROCEDURES.

Item 1: BIOPSY PROCEDURES

Do you have specific approval from the Reproductive Technology Council to

undertake the relevant embryo biopsy procedures?

[] yes [ ] no*

*If no please provide details of the procedures intended to be used by
reference to the following standards.

Laboratories must be licensed under the HRT Act and maintain accreditation
by the Reproductive Technology Accreditation Committee (RTAC).

Laboratories must participate in a QA program recognised by RTAC/NATA.
The biopsy procedure to include setting up of microtools on an inverted
microscope, placing oocyte/embryo in microdroplets for the procedure,
removal of cell/polar body, placing cell into appropriate transport container.

HREC approval for the procedure(s) to be used.

The biopsy techniques to be used may be acid Tyrode’s or laser as approved
by the Council.

Biopsy may be in the form of polar body biopsy, embryo biopsy (at day 3) or
blastocyst as approved by the Council.

Staff performing the biopsy must have demonstrated competency in:
> the proposed biopsy technique;

> placing the cell(s) in transport vessel, in the case of single gene
defects; and

> fixing of cell(s) on a slide in the case of chromosome analysis.

Please provide attachments if necessary and note the attachment numbers
in this box.
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Item 2: EXTENDED BLASTOCYST CULTURE
Are you intending to use extended blastocyst culture?
[] yes* [ Ino

*If yes do you have specific approval from the Reproductive Technology
Council to undertake extended blastocyst culture?

[ ]yes [ ]no*

*If no please provide details of the procedure intended to be used as required
for a standard application for specific approval.

Please provide attachments if necessary and note the attachment numbers
in this box.

end of Part A

PART B: APPROVAL TO UNDERTAKE ANEUPLOIDY SCREENING

Item 1: Criteria to be applied to undertake aneuploidy screening.

Are you seeking approval for screening against the following standard
criteria?

e The woman or couple is eligible for IVF under the HRT Act; and
e women over 35 years of age providing eggs; or
e women with >2 miscarriages; or

e women with >2 failed IVF attempts where embryos have been transferred;
or

e women referred by a clinical geneticist with a family history of aneuploidy
not caused by translocations or other chromosomal rearrangements.

[] yes [ ] no*

*If no please provide details of the criteria to be applied and the scientific or
medical justification for the criteria.
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Please provide attachments if necessary and note the attachment numbers in
this box.

Item 2: GENETIC TESTING

Please provide details of the proposed testing and the testing facility to be
used by reference to the following standards.

e Laboratories must be accredited by the National Association of Testing
Authorities (NATA), (or working towards accreditation within the NATA 3
year cycle) to carry out the type of testing being undertaken.

e Laboratories must meet all relevant NATA and National Pathology
Accreditation Advisory Council (NPAAC) requirements for testing.

e Laboratories must participate in an accredited quality assurance program
(QAP) for FISH, preferably with a PGD component, which may be offshore.

e Laboratories should adhere to the standards set by the European Society for
Reproduction and Embryology (ESHRE) (see. ESHRE website) unless
otherwise approved by the Council.

e All PGD testing should confirm with the Australian standard for PGD-AS (if
any).

Please provide attachments if necessary and note the attachment numbers
in this box.

Item 3: Details of information and counselling to be provided in respect of screening.

Please provide attachments if necessary and note the attachment numbers in
this box.
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end of Part B

PART C: APPROVAL TO UNDERTAKE TESTING FOR A SPECIFIC
CONDITION

Item 1: Details of condition to be tested for.

Does the application have the support of a clinical geneticist who has

assessed the risk and seriousness of the condition to be tested for?

[ 1yes [Ino

Please attach a report from a clinical geneticist addressing the
questions as relevant:

following

Areas to be addressed

Criteria

Is there a significant risk of a serious genetic abnormality or disease in the
context of the family that is requesting the testing?

What is the genetic abnormality or disease that is to be tested for?

What experience with, and attitude to, the abnormality or disease does the family
requesting the testing have?

What factors indicate that there is a risk that the embryo will be affected by the
genetic abnormality or disease?

What is the level of impairment to body functions and structures that is usually
associated with the abnormality or disease?

What difficulties would a person with the abnormality or disease be expected to
have in participating in activities such as learning and applying knowledge,
communication, mobility, self care, employment and community, social and civic
life?

What is the level of support that would be required by a person who has the
abnormality or disease?

What are the prospects for new and longer term treatments and interventions for
the condition?

o

What is the capacity of the family who are requesting the testing to provide the
level of support required by a child with the abnormality or disease?

What clinical genetic and diagnostic data are to be used in the testing procedure?

What other testing options are available?

What level of information will be possible from the test, in terms of
interpretation, sensitivity and specificity (includes error)?

O |O|C| O

Has the person requesting the testing been provided with counselling about the
potential impact of testing and contact information for other persons or
organisations that have experience with the condition?

o

Criteria: E = Essential D = Desirable
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Item 2: GENETIC TESTING

Please provide details of the proposed testing and the testing facility to be
used by reference to the following standards.

e Laboratories must be NATA accredited (or working towards accreditation
within the NATA 3 year cycle) to carry out the type of testing being
undertaken.

e Laboratories must meet all relevant NATA and NPAAC requirements for
testing.

e Laboratories must participate in an accredited QAP for molecular genetics,
preferably with a PGD component, which may be offshore

o

e Laboratories should adhere to the standards set by the European Society for
Reproduction and Embryology (ESHRE) (see .ESHRE website) unless
otherwise approved by the Council.

e All PGD testing should conform with the Australian standard for PGD-by
molecular techniques (if any).

e Laboratories must demonstrate competency in transfer of cell(s)/polar body(s)
to a testing laboratory in a state capable of being analysed and free from
contaminants.

e Where the cell(s) are to be couriered interstate/overseas for PGD analysis,
laboratories must demonstrate that the proposed courier system is safe,
accurate and efficient (including quick ‘turn-around’).

Please provide attachments if necessary and note the attachment numbers
in this box.

Item 3: Additional statement from the person requesting testing (optional)

Please provide attachments if necessary and note the attachment numbers
in this box.

end of Part C
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PART D: APPROVAL FOR DIAGNOSTIC PROCEDURE ON EXCESS ART
EMBRYOS

Item 1: Detail of procedure to be carried out.

Please provide attachments if necessary and note the attachment numbers
in this box.

Item 2: Criteria by which an embryo will be identified as unfit for implantation.

Please provide attachments if necessary and note the attachment numbers
in this box.

Item 3: Details of how the procedure will benefit the woman for whom it is
undertaken.

Please provide attachments if necessary and note the attachment numbers
in this box.

Item 4:  Is approval being sought for the procedure to be part of general
clinical practice?

[] yes* [ ]no
*If yes please provide a copy of the relevant sections of the clinical protocol.

Please provide attachments if necessary and note the attachment numbers
in this box.

end of application
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Standards for Laboratories performing embryo biopsy

23

Laboratories must be licensed under the HRT Act and maintain accreditation by the
Reproductive Technology Accreditation Committee (RTAC)

Laboratories must participate in a QA program recognised by RTAC or NATA

The biopsy procedure to include setting up of microtools on an inverted microscope,
placing oocyte/embryo in microdroplets for the procedure, removal of cell/polar
body, placing cell into appropriate transport container

The biopsy techniques to be used may be acid tryode’s or laser as approved by the
Council

Biopsy may be in the form of polar body biopsy, embryo biopsy (at day 3) or
blastocyst biopsy as approved by the Council

Staff performing the biopsy must have demonstrated competency in:

o the proposed biopsy technique
o placing the cell(s) in transport vessel, in the case of single gene defects; and,
o fixing of cell(s) on a slide in the case of chromosome analysis

through documented evidence of training and use in an animal model or under a
licence issued by the NHMRC Licensing Committee.

Laboratories must demonstrate competency in transfer of cell(s)/polar body(s) to a
testing laboratory in a state capable of being analysed and free from contaminants

Where the cell(s) are to be couriered interstate/overseas for PGD analysis,
laboratories must demonstrate that the proposed courier system is safe, accurate and
efficient (including quick ‘turn-around’)

Where cell(s) from a day 3 embryo are to be couriered interstate/overseas for PGD
analysis with the intention of the embryo(s) being transferred in the same cycle, the
laboratory/centre must have approval to undertake blastocyst culture as part of
clinical procedures

Embryo(s) from which biopsies have been taken may not be transferred with any
other (non-biopsied) embryos in the same treatment cycle
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ATTACHMENT 4

Standards for Labs performing Pre-implantation genetic diagnosis- aneuploidy
screening (PGD-AS) or other Fluorescence in situ Hybridisation (FISH) based tests

e Laboratories must be accredited by the National Association of Testing Authorities (NATA),
(or working towards accreditation within the NATA 3 year cycle) to carry out the type of
testing being undertaken.

e Laboratories must meet all relevant NATA and National Pathology Accreditation Advisory
Council (NPAAC) requirements for testing.

e Laboratories must participate in an accredited quality assurance program (QAP) for FISH,
preferably with a PGD component, that may be offshore.

e Laboratories should adhere to the standards set by the European Society for Reproduction
and Embryology (ESHRE) (see .ESHRE website) unless otherwise approved by the Council.

e All PGD testing should conform with the Australian standard for PGD-AS (if any).

e Where a local ART laboratory is carrying out aneuploidy screening, such as using FISH
based tests, the clinic must have oversight /supervision for the first 50 patients from a WA-
based cytogeneticist experienced in carrying out FISH (such as for pre-natal diagnosis) on a
regular (ie weekly) basis.

Following consideration of a report from the cytogeneticist at completion of the 50 cases, the
Council may require this oversight to be continued.

Standards for Labs performing PGD by molecular genetic methods

e Laboratories must be NATA accredited (or working towards accreditation within the NATA
3 year cycle) to carry out the type of testing being undertaken.

e Laboratories must meet all relevant NATA and NPAAC requirements for testing.

e Laboratories must participate in an accredited QAP for molecular genetics, preferably with a
PGD component, that may be offshore.

e Laboratories should adhere to the standards set by the European Society for Reproduction
and Embryology (ESHRE) (see .ESHRE website) unless otherwise approved by the Council.

e All PGD testing should conform with the Australian standard for PGD-by molecular
techniques (if any).

Where testing is to be performed outside a WA-licensed ART clinic, sufficient information
must be provided about the Service Level Agreement with the genetic testing laboratory to
enable the Council to adequately consider any application.
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FLOW CHART FOR PGD IN WA

ATTACHMENT 5

ATTACHMENT 5: FLOW CHARTS FOR COORDINATION OF PRE-
IMPLANTATION EMBRYO DIAGNOSTIC PROCEDURES IN WA: TWO

SCENARIOS

A. PROCEDURES TO BE CARRIED OUT IN CATEGORIES OF PATIENTS AT HIGHER THAN
AVERAGE RISK OF CONCEIVING ABNORMAL EMBRYOS

Self Referral
(eg pregnancy planning,
older women)

(ANEUPLOIDY SCREENING)

1
1
1
!
1
1
1
I
|
1

v >

Consultation with clinical
counsellor/geneticist
(if requested or
recommended)

Referral to IVF Clinic

A 4

Standard IVF preparation and
testing
Clinic consnltations

A 4

> (eg infertility)

GP/Gynaecologist Referral

Contact with clinic PGD

Coordinator

Mandatory Psychosocial
Preparation with Approved
Counsellor
Should include ramifications of
PGD and IVF

A 4

IVF Procedure

R e o

A 4

Embryo Biopsy
(WA clinic)

A 4

R e «

Aneuploidy Testing
(WA or Interstate)

A 4

Embryo Transfer
of unaffected embrvo(s)

Possible Pregnancy
Recommended Prenatal Testing

* conditional RTC approval may be obtained prior to availability of results of feasibility testing
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B. PGD WHERE PRE-EXISTING DIAGNOSIS INDICATES SIGNIFICANT RISK OF A SERIOUS

GENETIC CONDITION IN THE EMBRYO

ATTACHMENT 5

A 4

GP/Gynaecologist Referral

(eg recurrent miscarriage)

Self Referral
(eg “family tree”)

Meet genetic counsellor for preparation
Consultation with clinical geneticist

Letter of support from clinical geneticist

A

/

y

Feasibility Testing
of Genetic Test*

Referral to IVF Clinic

\

\ 4

A 4

A 4
Positive

Negative

testing
Clinic conanltations

v

A 4
Either end process or
back to clinical geneticist
to disenss alternative

Recommended Psychosocial

Preparation with Approved
Counsellor

Should include ramifications of

PGD and IVF

Additional consultation with
clinical counsellor/geneticist if
reanested or recommended

y

\

Standard IVF preparation and

Contact with clinic PGD
Coordinator

Application*

Reproductive
Technology Council
Approval

IVF Procedure

A 4

Embryo Biopsy
(WA clinic)

A 4

Embryo Genetic Testing
(WA or Interstate)

A 4

Transfer

Embryo
d embrvo(s)

of unaffecte

A 4

Possible Pregnancy

Recommended Prenatal Testing
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* conditional RTC approval may be obtained prior to availability of results of feasibility testing






