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Reproductive Technology Council

Dr Peter Flett

Chief Executive Officer
Department of Health
189 Royal Street
Perth WA 6004

Dear Dr Flett

It is with pleasure that | submit to you the Annual Report of the Reproductive
Technology Council (Council) for the financial year 2008-2009. This report sets out
details of reproductive technology practices in this State and activities of the Council
during the year, as required by the Human Reproductive Technology Act 1991 (HRT
Act). Itis in a form suitable for submission by you to the Minister for Health and also,
as is required, to be laid by the Minister before each House of Parliament.

A summary of the main issues and concerns dealt with by the Reproductive
Technology Council in the 2008-2009 financial year are as follows:

In an advisory role, Council provided feedback concerning the Surrogacy Bill 2007,
which was passed by Parliament on 10 December 2008. Council collaborated with
Legal and Legislative Services in the development of subsidiary legislation for this Bill.
The progress of the Bill through the Parliament had been interrupted by the 2008
State Government election, but the goodwill of Members of Parliament exercising a
‘free vote’ ensured the successful passage of this legislation. The commencement
date of the Surrogacy Act 2008 (Surrogacy Act) was 1 March 2009, subsequent to
which Council has been required to consider the protocols and patient information
submitted by the three WA fertility clinics who will offer this additional service. There
has been considerable interest in this legislation by couples who have been waiting for
a number of years to pursue surrogacy as a means by which to create their family.

Council assessed and recommended the approval to reissue Practice and Storage
Licences for six of the seven fertility clinics offering assisted reproductive technology
(ART) services in Western Australia. A new clinic was issued a provisional licence in
November 2008, being the seventh licensee to offer ART services in WA. This
process required significant work on behalf of the Council as the Fertility Society of
Australia’s accreditation process, a condition of obtaining a licence, was changed
significantly in 2008. In order to meet the requirements of the HRT Act without
unnecessary duplication of the audit process, an analysis of the gap and overlap with
the new system required development and implementation.

The Council has continued to liaise with Legal and Legislative Services within the
Department of Health to clarify practice issues and interpretation of the HRT Act
where required. Legal advice on behalf of the Council has been sought from the State
Solicitor’'s Office regarding a number of contentious matters. The first of the advices
related to the defeat of the Human Reproductive Technology Amendment Bill 2007
regulating research involving excess ART embryos, which has implications for the
licensing of embryo research under the HRT Act. A second matter centred on



interpretation of legislative parameters for the posthumous collection, export and use
of gametes, in addition to being subject to considerable ethical debate by Council.

Legislative amendments addressing these two important matters and other issues
identified by the Select Committee on the Human Reproductive Technology Act 1991
have been identified and Council is hopeful that these may be addressed in the
coming financial year with the consent of the Parliament.

Applications for extensions to the storage period for embryos have required
consideration and the approval of Council. The development of a Council Embryo
Storage Policy has been an ongoing focus, and the policy is soon to be finalised and
disseminated to clinics. The policy is important in providing Council members with
guidance for the assessment of embryo storage applications, to outline options for
ART participants regarding their stored embryos as well as providing direction for ART
clinics regarding end of embryo storage issues.

In addition to other matters that require Council approval under the HRT Act, Council
has continued to receive applications for the diagnostic testing of embryos. Guidelines
on the approvals process for the genetic testing of embryos have been set out in the
Policy on Approval of Diagnostic Procedures Involving Embryos.

It is not possible for Council to operate effectively without the significant support of a
number of people who provide their expertise and time to attend to matters requiring
Council consideration. | especially wish to acknowledge and thank Council and
Committee members for their dedicated and ongoing commitment over the past 12
months. The important contribution of Dr Sandra Webb and Dr Stephen Junk who
retired from the PGD Committee during this year, and who have had a long
association with the Council over many years, also warrants recognition.

| would also like to acknowledge and thank Ms Deborah Andrews for her continuing
legal support and guidance regarding the HRT Act, and Ms Linda Taylor, A/Senior
Policy Officer, for her assistance with the Surrogacy Act 2008. Finally, on behalf of
Council I wish to acknowledge the ongoing financial contribution by the Department of
Health, and the administrative support provided by the Executive and Deputy
Executive Officers to Council. The financial and practical support from the Department
of Health is essential to enable the Council to carry out its statutory duties.

Yours sincerely

looi, Pontace.

+
CHAIR
Reproductive Technology Council

9 September 2009
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The NHMRC (through the Embryo Research Licensing Committee) is authorised to license
research projects involving excess ART embryos under Part 4B of the HRT Act. However, the
Human Reproductive Technology Amendment Bill 2007 (HRTA Bill), which aimed to provide
consistency between WA legislation on embryo research and the Commonwealth legislation,
was defeated in the Legislative Council in May 2008. This defeat and consequent
inconsistency between State and Commonwealth legislation has led to uncertainty regarding
the authority for the NHMRC to license and monitor excess ART embryo research in WA, and
the scope of research permitted in WA. To resolve the legal uncertainty for legislators,
researchers and licensees, the State Solicitor's Office has recommended amendment to the
HRT Act. The possible means of acheiving this are currently under legal consideration. There
are no establishments currently undertaking research in Western Australia under NHMRC
Licence.
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Medical practitioners that meet the requirements of the HRT Act may apply for an exemption
from a licence to practise artificial insemination procedures in Western Australia. The Council
did not receive any new applications for an exemption to practise an artificial insemination
procedure during 2008-2009. A list of practitioners currently issued with exemptions is provided
in Appendix 1.
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R 5. Application for approval of surrogacy arrangement
(1) An application to the Council for the approval afarogacy arrangement is to be
in a form approved by the Council.
(2) The application is to be accompanied by-
(a) evidence of the age and obstetric history of thinlshother; and
(b) evidence of the age of each arranged parent; and
(c) a copy of the signed surrogacy arrangement; and
(d) a copy of the certificate referred to in regulat#fB); and
(e) a copy of a clinical psychologist's report referredin section
17(c)(ii) of the Act for each of the parties stgtithe name of the
clinical psychologist who undertook the assessnagwt the day
on which the assessment was completed; and
(f) a written note from each legal practitioner who pesvided legal
advice about the effect of the surrogacy arrangér®ma party
stating —
(i) the name of the practitioner providing the adyi
and
(ii) the name of the person to whom the advice was
provided; and
(iii) the day on which the advice was providedd an
(iv) whether the advice was independent legal alvic
within the meaning given in section 14 o th
Act;
and

(g) a copy of a medical practitioner’s repofereed to in section
17(d) of the Act for each of the parties stating-
(i) the name of the medical practitioner who unolek
the assessment; and
(i) the day on which the assessment was completed
and
(i) details of any concerns the medical practigo has
about the effect that involvement of thesperin the
surrogacy arrangement may have on any known
condition of the person; and
(iv) details of any medical condition of thergen that
may pose a risk to a child born as altesuhe
surrogacy arrangement; and
(v) in the case of the arranged parents, vendtte
eligibility criteria set out in sectigh9)(1)(b) of the
Act have been met.
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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.

Char-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| Char-1

there is subfertility due to tubal ligation or meli sterilisation of
the female participant. Otherwise answer “no”.

79

Ci_Mster

Answer “yes” if in the opinion of thee#iting clinician or clinic| Char-1

there is subfertility due to vasectomy or medidaribsation of
the male partner. Otherwise answer “no”.

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 fasug

administered. This should include only drugs whach used tq

regulate a cycle/ pregnancy.

Char-30

82

Drug 1 Dose

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

Num-10

83

Drug 1 Days

This is the total number of days Drug 1 was adrenégl for over,
the entire cycle/pregnancy.

Num-3

Reproductive Technology Council
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84 Drug 2 Drug administered two, that is the name of the sécdrug|Char-30
administered.
85 Drug 2 Dose This is the total dose of Drug 2. The dose is #udtinistered Num-10
over the entire cycle/pregnancy.
86 Drug 2 Days This is the total number of days Drug 2 was adrtenésl for over| Num-3
the entire cycle/pregnancy.
87 Drug 3 Drug administered three, that is the name of thed thrug | Char-30
administered.
88 Drug 3 Dose This is the total dose of Drug 3. The dose is #udtinistered Num-10
over the entire cycle/pregnancy.
89 Drug 3 Days This is the total number of days Drug 3 was adrtenésl for over| Num-3
the entire cycle/pregnancy.
90 Drug 4 Drug administered four, that is the name of thethfodrug | Char-30
administered.
91 Drug 4 Dose This is the total dose of Drug 4. The dose is #udrinistered Num-10
over the entire cycle/pregnancy.
92 Drug 4 Days This is the total number of days Drug 4 was adrtenésl for over| Num-3
the entire cycle/pregnancy.
93 Drug 5 Drug administered five, that is the name of thehfidrug |Char-30
administered.
94 Drug 5 Dose This is the total dose of Drug 5. The dose is #udtinistered Num-10
over the entire cycle/pregnancy.
95 Drug 5 Days This is the total number of days Drug 5 was adrtenésl for over| Num-3
the entire cycle/pregnancy.
96 Drug 6 Drug administered six, that is the name of the hsidrug |Char-30
administered.
97 Drug 6 Dose This is the total dose of Drug 6. The dose is #drinistered Num-10
over the entire cycle/pregnancy.
98 Drug 6 Days This is the total number of days Drug 6 was adrtenésl for over| Num-3
the entire cycle/pregnancy.
99 Retrieval Genera| Whether General Anaesthetic was administered fdy.OP Char-1
Anaesthetic
100 | Retrieval Whether Antibiotics were administered OPU. Char-1
Antibiotics
101 | Retrieval  Other| Whether any other medication was used OPU. Thmuldh Char-10
Medication include sedatives.
102 | Transfer General| Whether General Anaesthetic was administered fobrgon Char-1
Anaesthetic transfer.
103 | Transfer Whether Antibiotics were administered for embryamsfer. Char-1
Antibiotics
104 | Transfer Otherl Whether any other medication was used for embamster. This| Char-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 wherecyiote is | Char-20
stopped prior to any attempt to retrieve oocytegocyte retrieval
is attempted and no eggs are retrieved the cyaletisonsidereq
cancelled. In this case the method of attempteteval should be
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 | Num-2
assurance.
108 | N_eggsdisc Number of oocytes which were discarded as they w@brermal| Num-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 should Char-8

be attributed to the fertilisation procedure. Ifeth was no

fertilisation attempted this field may be left bkan The
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fertilisation code must be unique to the fertilisatnot just the
patient. Required when a fertilisation is attempeedor transfer
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 from| Char-3
whom that sperm came from is required.

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

118 |SpPrepWashing If washing was used in sperm preparation. Char-1

119 |SpPrepGradient If gradient method was used in sperm preparation. Char-1

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

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

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

123 | Manipulation If a micro manipulation technique was used to &ssis|Char-20
fertilisation eg. PZD, SUZI please specify the mge used
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 (ed 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 took | Num-3
place. This field is only required where there@isbryo transfer
disposal or export, otherwise it may be left blank.

125 | FertCodel This is the code attributed to the fertilisatiomgedure. This field Char-8
is only required where there is embryo transfespadsal or
export, otherwise it may be left blank.

126 | FertLicensee2 That is the “Unit” code of the clinic where the tflisation took | Num-3
place. This field is only required where a seceatiof embryos
was used in the same cycle of embryo transferpdador export.

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

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

129 | N_clunsuitable Number of zygotes or cleavage stage embryos thahaidare| Num-2
unsuitable for transfer.

130 | N_blunsuitable Number of blastocysts (ie greater than 4 days mltitom | 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 fallopian|Char-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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Reproductive Technology Council

RE: BLASTOCYST CULTURE AS A ROUTINE PROCEDURE

Dear Licensee

The Reproductive Technology Council (Council) Meeting on 12 August 2008 included the
consideration of the status of blastocyst culture as a routine vs innovative procedure under Part 2,
Schedule 5 of the Directions to the Human Reproductive Technology Act 1991 (HRT Act).

In recognition that blastocyst culture is now an established procedure both in Australia and
internationally, and the increasing evidence supporting the safety and efficacy of the procedure,
Council agreed that in-principle, blastocyst culture may be considered a routine procedure in fertility
clinics in Western Australia.

However, under Part 2, Schedule 5, Council must consider the status of routine procedures in the
context of the expertise and requirement for the procedure within each clinic . Specifically:

Schedule 5, Directions under the HRT Act
PART 2.CRITERIA FOR DECIDING IF A PROCEDURE IS ROUT INE

For a procedure to be considered routine documentation should be able to be provided to
the Council (on request) showing that the procedure adopted-.
e is expected to be, or is currently, successful in the local clinic (eg details of results
or relevant staff training undertaken); and
« is considered a necessary element of the routine practice in the clinic.

Council would, therefore, notify you that, in the event that (you) wish to change the status of
blastocyst culture from an innovative to a routine procedure, the provision of a statement supporting
the above requirements, in addition to any modified patient consent form or patient information
sheets are required by Council for consideration.

Please note that the approval of blastocyst culture as a routine procedure is subject to the
requirement that reporting on all blastocyst culture procedures performed at (your clinic) will be
included in the treatment data set submitted to the Department of Health Reproductive Technology
Register data collection.

Yours sincerely

CA Michael AO

lo. Aootae.

Chair Reproductive Technology Council 10 September 2008
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Reproduetive Technology Council

RE: EMBRYO STORAGE POLICY
Dear Licensee

As you may be aware, the Embryo Storage Committee of the Reproductive Technology Council
(Council) has undertaken the development of a policy around embryo storage issues. This policy
aims to provide guidance to Council, licensees and participants on issues involving the extension of
authorised embryo storage periods, and the basis on which Council may consider approval of an
extension.

Under S.24 (1a) of the Human Reproductive Technology Act 1991 (HRT Act), Council may approve
a storage period longer than 10 years when it considers “there are special reasons for doing so in a
particular case”. The HRT Act also sets out that the primary purpose in any consent to the storage
of a human embryo must relate to the probable future implantation of that embryo, or its probable
future use under a National Health and Medical Research Council License.

You may be aware that, as an interim policy, Council has in general granted 12 month extensions
for applications to extend storage beyond 10 years. This has been in place pending development of
a comprehensive policy on the matter. However, it is important to note that many extensions
granted by Council under the interim policy did not meet the criteria likely to be set out in the final
Embryo Storage Policy.

For example, documentation will be required at the time of application such as signed consent
forms for embryos intended for donation, or documentation that supports that participants are still
eligible for IVF under the HRT Act. The reason for which an extension is sought will also need to be
more comprehensively explained by the applicants.

To ensure that participants are informed regarding the impending changes to embryo storage
extension approvals, any participants receiving approval for an extension, from this time on, will be
advised of the policy change when receiving notification of the approval from Council. Furthermore,
upon ratification of the Embryo Storage Policy by Council, it is intended that all applicants who have
been granted extensions over the last 2 years will also be notified about the policy.

Western Australian legislation sets out that licensees have a responsibility to take reasonable steps
to notify participants regarding expiry of their embryo storage period 3 months prior to the expiry
date and to provide assistance with regard to their application. This is a reasonable period of time
for licensees and applicants to ensure that a valid request for an extension is adequately prepared
once the Embryo Storage Policy is implemented.

The Embryo Storage Committee intends to consult with licensees regarding the policy before it is
sent to Council for ratification. It is anticipated that this will be towards the end of 2008, with the
Policy implementation aimed for early 2009. Supplementary information for participants is also in
development, and licensee feedback will also be sought on this prior to publication. For any further
enquiries regarding this matter, please contact Ms Jenny O’Callaghan on 9222 4490 or Dr Nyaree
Jacobsen on 9222 4471 (Mon-Wed).

Yours sincerely
CA Michael AO

Chair
Reproductive Technology Council 20 September 2008
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Reproduetive Technology Council

RE: VITRIFICATION OF EMBRYOS AS A ROUTINE PROCEDURE

Dear Licensee

The Reproductive Technology Council (Council) Meeting on 29 April 2009 included the
consideration of vitrification of embryos as a routine vs. innovative procedure under Part 2,
Schedule 5 of the Directions to the Human Reproductive Technology Act 1991 (HRT Act).

In recognition that vitrification of embryos has become accepted as an arguably superior
cryopreservation procedure both in Australia and internationally, and the increasing evidence
supporting the safety and efficacy of the procedure, Council agreed that in-principle, vitrification of
embryos may be considered a routine procedure in fertility clinics in Western Australia.

I note that at (your clinic) the vitrification of embryos has already been deemed a routine procedure.

As such, you are not required to notify the Council with an annual progress report on this
procedure. However, please be aware that the Department of Heath directorate, Information
Management and Reporting (IMAR), will be seeking additional information on vitrification for the
treatment data set submitted quarterly by (you) for the Reproductive Technology Register, as per
Schedule 2 in the Directions under the HRT Act.

Where both slow freezing and vitrification are used for the cryopreservation of embryos and
oocytes, it is considered beneficial to identify which method has been used in a treatment cycle.

Yours sincerely

CA Michael AO

lo. Aootae.

Chair Reproductive Technology Council

13 May 2009
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Reproductive Technology Council

RE: WAITING LISTS FOR DONOR SPERM
Dear Licensee,

I have been asked to request information from all of the clinics regarding the length of time that
clients seeking to use donor sperm are required to wait before sperm becomes available for their
use. | understand because donation can be directed in Western Australia, that some men may
choose not to allow sperm they are donating to be used by people in certain groups, thus it is
important that this information about waiting times be broken down in the following categories:

e Heterosexual couples
e Lesbian couples
e Single women

Of course some recipients may also not avail themselves of the sperm that is offered to them and
may choose to wait. For these clients please include the average time taken before they accept
sperm offered.

This information will assist the Council understand the pressure on clinics that lead to requests for
the importation of donor sperm from other states or countries where there are different
requirements in terms of number of donor families that may be created, and information available
for inclusion on the Reproductive Technology Register held by the Department of Health.

Kind regards

Jenny O’Callaghan
Executive Officer Reproductive Technology Council

28 July 2009
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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 and faeilitasearch —

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;
(i) 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 pans to a general or specific prior
approval given by the Council;

() to consider applications for, and where proper fyr@pproval to carry out research
to which paragraph (e) applies;

(9) to promote informed public debate, and to consuth Wwodies 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 regeaeing 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 ledeaémbryo 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 use refeorgdsection 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, beagdirection which is
consistent with the Code or is not inconsistenh wt
(i) ethical guidelines laid down by the NHMRC, ax 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 in, oruggment 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 consent to hrage 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 in affi@al fertilisation procedure in which
the egg or embryo is to be used;

(b) a person for whom the egg or embryo was dg@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 stopageitted under this section the licensee
must take reasonable steps to notify each persomwliom the human egg undergoing
fertilisation or human embryo is being stored.

(4) If a period of storage permitted under this sectomes 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@assioner 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 fhi@ancial Administration and Audit Act
1985.

[ Schedule amended by No. 78 of 1995 s. 147.]
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