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1716 GOVERNMENT GAZETTE, WA [22 March 1993

These draft guidelines are intended to assist licensees in following the directions gven by the
Commissioner, and to explain someaspectsof the Act itself. The intention of the Reproductive Technology
Council in making this document available is that it should serve a similar function to guidelinesthat will
make up Part II of the Code of Practice, when this is laid before Parliament as specifiedin sections15 and
16 of the Act.

Throughout the DIRECTIONS and Guidelines anyreferenceto an embryo includesa reference
to an egg in the processof fertilisation.
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SECTION 1: LICENSING

1.1 What are the licensingprocedures?

i In the initial phase,prior to proclamationof the Act, potential applicantsare notified,
personally or through general publicity, of the need to apply to the Commissionerfor
Licencesor Exemptions; and

after proclamation of the Act any licensee wishing to apply for a renewal of a current
Licence must apply no later than threemonthsprior to expiry of the current licence and
any new applicant must apply at least three months prior to their intended time of
beginningto practice under the Act;

ii the applicant approaches the Commissioner, requestingapplication forms and relevant
information;

iii the Commissionersendsout application forms, including application forms for approval
for any researchor for any diagnostictestingof embryos to be carried out or facilitatedby
the licensee and requiring Council approval, as well as supporting material on
requirements for licensing, the Codeor directions;

iv on receipt of an application with signed declarationsand documentation and with the
prescribedfee payable to the Commissionerof Health, the Commissionershould inform
the Council andseektheir adviceas to suitability of the applicant;

v Council makes a recommendationto the Commissioner as to the suitability of the
applicant, basedon Reproductive TechnologyAccreditation Committee RTAC and
National Associationof TestingAuthorities NATA accreditation;and/or

any other investigation requiredby Council;

vi the Commissioner sendsout the licenceor notice of receipt of application for Exemption,
although in the case of an Exemption this is not required by the Act, as this may be
‘deemed to be issued’ unlessconditionsare to apply; and

vii the licence, licensee or exemption and required particulars are registered with the
Commissioner.

1.2 What evidenceof suitability ofpersonnelis to be attachedto applicationsand availableon requestat
othertimes?

As indicatedon the relevant application form, the following evidenceis required:

* copiesof CV’s, qualificationsand references for all key staff indicated on the application form, including
for any approved counsellorthis appointment is requiredunder the directions;

indication by all thesepeople as to whether they have ever applied for a licence for any relevant trade or
profession, what the result of that application was, its current status and, if no longer in effect, why this is
so;

* evidence,if relevant, of current NATA/RTAC accreditation or relevant correspondence;

applications for/evidence of Reproductive Technology Council RTC approval for any research or embryo
diagnostic testing; and

HumanReproductiveTechnologyAct 1991 - Draft GuidelinesApril 1993 1
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* a protocol manual, as describedin Section 9 of the directions researchanddiagnostic testing.

1.3 How will the Commissionerascertain whetherthe required standardshave beenmetfor licensing?

Current RTAC/NATA accreditation and/or advice given to the Commissioner from investigations carried
out by Council may be taken as evidence that thesestandardsare being met. Council may arrangesite visits
to assessthe suitability of applicants,the premises,the equipment or procedures.

1.4 Thepersonresponsible

The personresponsibleis defined by the Act and has a numberof key responsibilitiesfor activities carried
out under the Licence or Exemption. The personresponsibleis namedin the licence, and is important to the
proper practice of reproductive technology, as well as to the attainment of the objects of the Act. This
personmust be in a position to dischargehis or her statutory duties as set out in the Act, section512, and
any other duties specified in the relevant licence, the Codeof Practice or any directionunder the Act. The
Act spells out in some detail what that person’s responsibilities are, and what is the liability of the licensee
for an act of an employee.[S.52]

Therefore the person responsible should attend on a regularbasis at the premisesto which the licence
relates.

* Absencesof the person responsible.

If the person responsibleis expectednot to be in a position to dischargethe duties indicated becauseof a
temporary absence,as on annual leave, that personmust apply to the Commissioner for approval for such
absence.Otherwise that personremains the personresponsible.Any such approval may be grantedon terms
that the licenseeappoint a personto discharge those duties, or that duty, as indicatedin the Act [S*51].
If the newly appointed personresponsibleis not considered suitable, the Commissionermay fail to grant this
approval.

1.5 What sort of complaintsprocedureshouldbe in placefor patients?

RTAC guidelines require eachclinic to have a complaintsprocedureto be in place. Participantsmust be
informed of this procedure,and that thereare other standardroutes for complaintsaboutmedical mattersif
this processfails. They should alsobe informedthat they may contactthe Reproductive Technology Council
if necessary.Licenseeswill be asked to include in their Annual Report to the Commissioner a summaryof
complaints made through this formal complaintsprocess.

1.6 Can a licence coverpremisesat different addresses?

There is no reasonwhy a licence under the Act cannotcover premisesat several addresses, even where
these are not adjacent or even in the same neighbourhood. However, the premises to which the licence
relates must all be specified in the licence, and the Commissioner may refuse to include premisesunder
certain circumstances.For example, as section 511a of the Act makes it clear that there must be one
individual only responsiblefor each licence the Commissionermay refuse to include certain premises in the
licence if not satisfied as to the capacity of the licensee to ensure adequatesupervision of the separate
premises, having regard to the number of separatepremises or their distancefrom each other.

1.7How will licenseecompliancebe monitored?

Review of licenseecompliancewill normally be carried out at 6 months,followed by further reviews at 2
and 3 1/2 years, as licences may be issued for 5 years. Officers required to carry this out must be
authorizedofficers.

On the advice of Council the Commissioner may at other times give directions requiring reports relating to
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specific mattersof relevance to the administrationof the Act

1.8 Powersand identificationof authorizedofficers

Authorized officers are to be specifically appointedby the Commissionerof Health and must carry a
certificateof identity that indicates their powersand functions. The Act [S.49,54]spellsout their powers
and duties.

1.9 Who may be exempt or excludedfrom the licensing requirementalthough carrying out artificial
insemination?

i Medical practitionersmay apply for an Exemption from the licensingrequirementto
carry out artificial insemination. An application for this exemptionmust be made to
the Commissionerof Health, in the prescribedformat.

ii Severalother groupsof personswho are not medical practitionersare exdudedby
regulation from any requirement for licensing or exemption for artificial
insemination.

Theseinclude those persons,other than medicalpractitioners,such as nursesor spouses,acting under
the direction of a licenseeor exempt practitioner,on the condition that they give a written undertakingto
report the outcome of the use to the supplier of the semen.

1.10Differing requirementsfor StorageLicences.

With regard to Storage Licences covering the storage of semen only, depending on whether or not the
Storagelicenseecollects semenor simply stores it, andwhether the semen is only for AIH or for donation,
thereare severalbasic differencesin requirementsfor the licensees.

It is the Storage licenseewho collects semen for donation who has the greaterresponsibilities,including
reportingon outcomesof all the semen used to the Donor Register, and having a medical practitioner on
staff to assessthe donors accordingto RTAC guidelines,and reachingNATA standardsin the laboratory. In
addition the direction specify that the licenseemust not continue to supply semen to an exempt practitioner
or other personwho hasfailed without good reasonto report outcomeof the use.

Other Storage licensees,who do not collect the donor sementhey dispenseor who collect and store semen
only for AIH, have a responsibility to report on outcomeof use of donor spermto the Storage licenseewho
supplied them with the semen, and the person responsiblefor the licence is responsibleto see that the
standardsof facilities and staffing are adequatefor the activities carriedon under the licence. There must be
access to information and counselling, and the consent given to any procedure must comply with
requirements of the Act, directionsandCode.

There are no specific requirements under the Act relating to record keeping or reporting for AIH, beyond
thosedictated by good medicalpractice.

Where a licenseestores eggsor embryos there are specific requirements for reporting covered in section 2
of the directionsor guidelines.

* Practiceissuesin relation to donation

1.11 What are the licensing requirementsfor artificial insemination?

If the artificial inseminationprocedureis to be carried out by a medical practitioner that practitioner
requires an official Exemption from the Commissionerof Health to carry out the procedure, This
practitioner is the person responsible for the exemption, with the responsibility to comply with relevant

HumanReproductiveTechnologyAct 1991 - Draft GuidelinesApril 1993 3
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sectionsof the Codeof directions.

However, as stated in 1.9 above, others carrying out the procedurewith semenprovided by a Storageor
Practice licensee or Exempt practitioner, such as a nurse or husband, are covered by regulations
exdudingthem from the necessityto be licensedor exempt. The exclusion is conditional on their giving a
written undertakingto report to the licenseeabout the outcome of the procedure,and the Storage licenseeis
requirednot to supply semenrepeatedlyto a personwho fails to give this feedback.

1.12 No experimentationmay be authorisedunderan Exemption

According to the Act, no experimentation may be authorisedunderan Exemption for artificial insemination.
Therefore, if a personintends to carry out any researchinvolving participantsor on sperm, prior to its use
in an artificial fertilisation procedure,they should apply for a PracticeLicence and Council approval for the
research.

4 HumanReproductiveTechnologyAct 1991 - Draft GuidelinesApril 1993
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SECTION 2: RECORD KEEPING, REPORTING ETC IN RELATION TO STORAGE AM
DONATION

2.1 What theAct saysabout records-keeping,in summary

i Content

The Act statesthat recordsto be kept by licensees containthe following information:

[S.441a]

". .in relation to gametes,eggsin the processof fertilisation andembryos kept andusedby that licensee

i identity and consentof donor of gametes,with datereceived;

ii biological parentageand dateof fertilisation of any egg in the processof fertilisation EPF
or embryo;

iii the place, period and method of collection and keepingof gametes,EPF and embryos;

iv the identity of any person to whom gametes, EPF or embryo was supplied, of every
person for whom the gameteswere, or an EPF or embryo was, used in an AF procedure,
and if known the ultimaterecipient;"

[S.441b]

"...in relation to all artificial fertilisation procedurescarriedout by or on behalf of the licenseeshowing

i the identity of and full particularsas to the consentgivenby each participant;

ii the reasons why each participant wasassessedas being an eligible person in respectof that
procedure;

iii the nature of the procedure;

iv the identity of the individual who carried out that procedure; and

v where known-

A the outcome of the procedure;
B whether any children were born that appear to the person responsibleto have been

bornas a result of the procedure; and
C sufficient particulars to identify each such child;

c all research relating to reproductive technology authorized or facilitated by or on behalf of
that licensee; ..."

II Recordsaboutassessmentofeligibility

Most importantly S.441bii requiresthere to be records kept as to why a personwas consideredeligible
to be treated. This is particularly important for IVF procedures, as the Act is explicit in S.23 as to the
eligibility criteria - especially marital status, infertility and age, but also consideration of the welfare of the
couple andany child likely to be born.
The directionsspecify that the final responsibility as to assessmentof’ eligibility restswith the medical
practitioner, who must keep records that show the requirements are compliedwith.

HwnanReproductiveTechnologyAct 1991-Draft GuidelinesApril 1993 5
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lii The location of recordkeepingby licensees

Section443b of the Act also gives power for the Commissionerto specifywhere theserecordsare to be
kept, however at this stage this also is to be left to the discretionof the licensee.S.445 also makes a
statementabout location, and refers to a power of the Commissionerto namea location for recordsthat are
to be held when a personceases to be a licensee,so if this is anticipatedthe Commissionershould be
contacted.

iv Methodof storageand confidentiality of recordskept by licensees

Licenseesshould notethat S.44 3 b requiresa licenseeto keep the recordssecure and confidential, while
S.49 establishesoffences related to breachesof confidentiality which could relate to licensees retaining
recordsunder this Act.

v Offences in relation to recordkeepingandreporting

The Act specifiesa number of offences in relation to breachesof the confidentiality with which these
records shouldbe kept, and to the accuracyof any records or reportsetc and the requirements to report or
provide annual returns to the Commissioner in the prescribedformat. [Ss. 446, 471, 501,2].

2.2 Whatdo the directionsaddto the requirementsof the Act for record-keeping?

i Content

Although Section 44 of the Act spellsout a numberof detailsas to what is to be requiredin recordskept by
licensees,the power given in S.44d and S.21 is broad enough for a wide range of other records to be
required,as may be outlinedin the directionsor theseguidelines.This may be introducedinto the directions
or Code in the future to assistCouncil in the adequatemonitoring and administrationof the Act, but at
presentthe directionsdo not addanyparticular detail to what must be recorded by licensees.

The recordsat each clinic should be kept at the discretionof each person responsible, to comply with
good medicalpracticeandotherrequirementsof the Act, codeor directions as to content.

ii Duration of record keeping

The duration for which the various recordsare to be kept is specified in the directions as being at least
25 years.

2.3Registers

i Mode of transferof information to the registerand to the Commissioner.

The transferof bulk identifying information to the register by licenseesis to be electronicand once a year
only, as is specified in the directions from the Commissioner,but reporting of single casesmay be on the
fQrmsprovided in the schedule to the directions.

The transferof other information to the registeris initially to be on forms issuedby the Commissioner, or
in printoutsin the same format, but the ultimateaim is that this will be in electronic format, as may be
specified in directionsfrom the Commissioner.

Appendices1-3 outline the flow of information to the registers, and how the information is to be kept
in the registers.

6 HumanReproductiveTechnologyAct 19.91 - Draft Guidelines April 1993
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ii Maxinzisationof confidentiality in transfer of identifyinginformation about donation -

* betweenlicensees

Whereinformation to be transferredbetweenlicenseesincludes informationidentifying participants,donors,
or recipientsand treatmentsundertaken,it is unadvisablefor this informationto be transferredin a single
letter or telephone call. Those required by the directions to transfer such information should ensure that
methodsused maximisethe confidentiality of this information, by separatingidentifying information from
informationabout use andoutcome.

* directly to the Register, about the use of fresh donor reproductive material or linking recipient
identity with code

Identifying and non-identifying information should be transferredseparately, either as the outcome is
available or accordingto the timing given in direction 2.23. The identifying information is to be transferred
in electronic format. Any correspondenceincluding information for the registersshould be addressedto the
Commissionerof Health, marked ‘attention Executive Officer, Reproductive Technology Council and
marked ‘Confidential’.

HumanReproductiveTechnologyAct 1991 - Draft GuidelinesApril 1993 7
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2.4 Exclusions to the requirementsfor a licensee to report name identifying-information to the donor
register.

On compassionategroundsthe directionsallow for severalexclusionsfrom the requirementsfor licenseesto
register information identifying donors of gametesor embryos. Theseexclusions are for a transitional
period, and will relate to thosewho began treatmentprior to the Act coming into operation.

Directions from the Commissionerexclude licenseesfrom the requirement to register donor-identifying
information under the following circumstances:

a Where prior to the Act coming into operation a woman has alreadyachieved an ongoing
pregnancy, or given birth to a child, with donor semen and has madearrangements with
the Storage licensee to store semen for a repeat pregnancy by the same donor, and the
Storagelicenseecannotcontactthe donor to renew his consent,or he fails to consentunder
the newcircumstances;

b where, prior to proclamation of the Act, donated embryos or embryos derived from
donatedgameteshavebeen stored for the treatment of a couple, and the donors cannot be
contactedby the licenseeto reneW consent,or the donors fails to consentunderthe new
circumstances.

2.5 Why the registersare being established

The Act placeson the Commissionerthe responsibility to establishregisters, which are to be establishedin
the Health Department where, as the Act requires, they can be managed by public service officers
specifically authorisedfor this purpose.The registers are being set up in the interestof thosewho may not
act as their own advocates,such as children who may be born of the procedures,or women who may
undertake the proceduresin the future.

The Council recommendations to the Commissioner as to how these registers are to be managed and
maintained have beenmade with respect for the interestsof the participants in privacy, and sharing the
concerns of participants and practitioners about the need for security of the information to be stored.
Council has noted that any officer managing the registers is to be specifically approved by the
Commissioner of Health for that purpose, and that guidelines relating to the use and management of
confidential data held on these registers are basedon those established by the Confidentiality of Health
Information Committee CHIC of the Health Department of Western Australia. Name-identifying
information is not to be kept on computer, but is to be held in a secure place, separate from treatment and
outcomeinformation.

A generalprinciple guiding the use of confidential dataheld on theseregisters is that thesedataare not to
be releasedto those outside the Department for researchpurposes.In exceptional circumstancesthe release
of name-identifying data for such researchwould require the authorisationof the Commissioner, and this
would only be given after the proposedstudy had satisfied the stringent guidelines of CHIC and on the
advice of the Reproductive TechnologyCouncil, andsubject to continuing monitoringprocedures.The only
researchthat the Council would recommend for approval by the Commissionerwould be medical or public
healthresearchintendedto provide important benefit for the health care of the community, and in line with
the purposeandobjectsof the Act.

Any participant contactedfor consentto being part of a further study may refuse to give their consent, and
it should be noted that Health Department policy does not allow for the release of confidential data for
social research.

However, both registers will facilitate Council in fulfilling its important functions under the Act, by
providing the public, the Commissioner and the Minister, with information about the successand safety,
particularly in the long-term, of the proceduresundertaken. Name-identifying information is necessaryto

8 liwnan ReproductiveTechnologyAct 1991 - Draft GuidelinesApril 1993
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allow certain bona-fide medical and public health research, mainly within the Health Department, which
from time to time will temporarilyuse participant namesto link information about the treatment undertaken
with subsequentevents, such as diseaseevents, or allow the inclusion information from various sources,eg
different hospitals. Once this linkage has been made, the name-identifying information is to be removed
from the computer.

The name-identifyinginformation on the Donor Register may also be neededto link important medical
information, in relation to the donor or recipient, or to make available in the future non-identifying
information to donor or child, asprovided for by the Act.

Section 46 of the Act grants to the donors of any reproductive material, and to any child born as a result,
rights of accessto non-identifying information about eachother, and the Donor Register will facilitate this
process.The informationsought from this register may be of medicalor personalsignificance to the person
seekingit

It cannotbe niled out, however, that in the future another Act may grant accessto identifying information
stored in the Donor Register, and any persongiving consentto donate or use donated human reproductive
material should be awareof this possibility. No such legislation would be introducedwithout the opportunity
to debate this controversial issue, and no stated policy proposes that accessto these registers should be
allowed retrospectively.

2.6The AnnualReport

The Annual Report from licensees is to include at least the information outlined in the directions
directions 2.25-2.28, with any additional information specified in the Code or directions from the
Commissioner. It is likely that the first Annual Report may require more comprehensive information than
subsequentReports, as ultimately statistical informationwill be available through the registers.

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993 9
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SECTION 3: CONSENT

3.1 What does the Act say about consentfor the keeping or use of gametes,eggs in the processof
fertili ration of embryos?

Any licensee keeping or using gametesor embryos needs to be familiar with and comply with the
requirementson consentsin the Act [Ss.221a-eand 24], and the following summarydoesnot replacea
full interpretationof the Act.

Insummary:

Gametesmustonly be used or storedwith effective consentto the use or storage, and used
or stored in accordancewith this consent[S.221a,b};

where the gametesare to be used for an WEprocedure,the consentmust includeconsent
as to what use any resultant egg in the processof fertilisation or embryo may be put
[S.221c];

any egg in the processof fertilisation or embryo must only be storedif there is consent
from eachof the gameteproviders and the egg or embryo stored in accordancewith that
consent[S.221d];

any egg in the processof fertilisation or embryo must only be used or receivedby a
licenseeor participantif there is effective consentfrom eachof the personswhose gametes
wereused and if used in accordancewith thatconsent[S.221e];

a consentto the storageof gametesmust include consentfor use or storage of any resultant
egg in the processof fertilisation or embryo although, once an egg in the processof
fertilisation or embryo results, any further consent required relates to the egg in the
processof fertilisation or embryo andnot the gametes[S.222];

a consent to use or storage of gametes,an egg in the processof fertilisation or embryo
must be given on the understanding that this consentmay imposeconditions and, until any
gametes, egg in the process of fertilisation or embryo are used, may be varied or
withdrawn on notice [S.22234];

Additional mattersin the Act about consentin relationto storage

Prior to storageof any gametes,egg in the processof fertilisation or embryo effective
consentmust be given as required by the Act [S.22lb, 222,226,228, 24].

a consentto storage mustspecify the maximum period of storage establishedby the Code
or directions, which under the Act is to be a maximum of three years for an egg in the
processof fertilisation or embryo [S.226a];

a consentto keepingmust give instructionsas to what is to be done with the gametes, egg
in the processof fertilisation or embryo if the person giving the consentis unable to vary
or withdraw it [S.226b];

a consentto the storageof an egg in the processof fertilisation or embryo must state
that the primary purposeof storage relatesto the probable future implantation of that egg
or embryo [S.241]; and

10 HumanReproductiveTechnologyAct 1991- Draft Guidelines April 1993
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every storage licence is subject to the conditions that any gametes,egg in the processof
fertilisation or embryo can only be storedif acquired from anotherlicenseeor a person
who can give effectiveconsentto the storage [S.333a,b].

Additional matters in the Act about consent to use of an egg in the processof fertilisation or
embryo for freatinent

A consentto the _‘se of an egg in the processof fertilisation or embryo specify one or more of the
followingpurposes:

a use in providing treatmentto the persongiving consent,or that personand anotherperson
named together; or

b usein providing treatment to persons,other than the persongiving consent,who are :-

i namedin the consent; or

ii selected in accordancewith circumstancesspecified in the consent, which may
specify conditions subject to which the egg or embryo shall or shall not be so
used, and are specified in the actual consent. [S.225a,b, 261d]

Additional mattersin the Act aboutconsentfor donation

Prior to donation of any gametesor embryo all relevant consentsmust be completed, as requiredby the
Act to complete the transfer of rights to deal with or dispose of the gametes or any embryo
[S.22,24,25,26].

As statedabove, an embryo may only be donatedto another couple who are either namedor selectedin
accordancewith circumstancesspecifiedon the actual consente.g..theconsentmay stipulate that the couple
should be selectedfrom among other infertile couplestreated at the sameclinic.

3.2 What do the directionsadd to the requirementsin the Act about consentto keep or usegametesor
embiyos?

i Additionalmattersin the directions in relation to consentforposthumoususe.

As the directions 3.3, 8.6 specify that there is to be no posthumoususe of gametes, it is not appropriate
for any person to give consentat the time of storage for this purpose. They may only give consent for
experimentation or disposalof their stored gametesin the event of their death.

However, there is no such restriction on consentbeing given for posthumoususeof embryos.

ii Consentin relation to allowingan eggin theprocessoffertilisation or embiyoto succumb.

Although the Act allows for consent to be givento allow an embryo to succumb,Parliament,as spelledout
in the preamble to the Act, intended that this legislation should respect the life createdby theseprocedures.

The decision to allow an embryoto succumbis a significant one, but it may be neededwhen an embryo is
not in a suitable condition for implantation, or a couple no longer require the embryo for their own
treatment and do not wish to donate it to anothercouple. The licenseeshould decide how the embryo should
be allowed to succumb, andwhat is to happen to it thereafter.The procedure should be sensitivelydevised
anddescribed.

iii Limitations to the time gametesmay be stored.

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993 11
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The Directions 3.2,6.5 specify that consentto store gametesmust be renewed each five years, up to a
maximum of 15 years. However, on a case by case basis, where the gametesa stored for the use of the
gameteprovider and not for donation, Council may extend this maximumperiod.

3.3 Who must give consent?

The Act itself in S.332e clearly requires consentof the woman to any artificial fertilisation procedure
carried out in her body, and Ss.22and 26 specify circumstanceswhere gameteproviders or a couple on
whosebehalfan embryo wasdevelopedmust give their consent. In addition the directions 3.4-3.6 specify,

for particular circumstances,which othersmust also give consent.

3.4 What shouldbe coveredin consentgivenprior to an eggcollectionprocedure?

Prior to the commencement of an egg collection procedure the effective consents given must include
consentgiven by the woman and if relevant, her husband or partner,to the use of any eggscollectedduring
the procedure,basedon the following options:

i up to three, and in exceptional circumstancesfour, eggsmay be transferredduring a GIFT
procedure;

ii any egg may be inseminated in vitro, with the intention that any embryo that develops is
for treatment;

iii any egg may be donatedto another eligible couple in the treatment programme;

iv any egg may be donated to an ethically approved researchprogramme, not involving
fertilisation or developmentof an embryo;

v whenthe technology hasdevelopedan eggmay be stored;or

vi an eggmay be discarded.

3.5 What shouki be coveredin consentgivenprior to an IVF procedureother than G1V1?

Prior to the commencementof an 1W procedureother than GIFT, the effective consentsgiven must
include consentto dealingwith any embryo that may develop, as follows :-

i up to three, and in exceptional circumstancesfour, embryos may be transferredduring the
IVF procedure;

ii any embryo not used in the treatment cycle may be stored for later treatment of the couple,
up toamaximumof three years;

iii any embryo not used in the treatment cycle may be donated for treatment of another
couple; or

iv any embryo not suitable for transfer or not used in the treatment cycle may be discarded,
accordingto the guidelines.

3.6How is effectiveconsentto be given?
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The Act statesthat to be effective a consent:-

a mustbe given in writing;

b any condition to which it is subject must be met;

c it must not have beenwithdrawn;and

d eachparticipantgiving consentmusthavebeengiven relevant and suitableinformationand
the opportunity to receiveproper counselling,as outlined in the guidelines and approved
by the Council, for specific circumstances
[S.227,8].

Vvlzat is the requiredformatfor effectiveconsentto begiven in?

Although the format of consentforms may vary betweenclinics, it must be evident to the Council that all
requirementsof the Act, Code and directionsare met. A flow chart in Appendix 4 indicatesthe stagesat
which consentis required, and Appendix 5 includes draft consentforms, for guidanceonly.

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993 13
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SECTION 4: INFORMATION TRANSFER

4.1 Whatdoes the Act itse’f say aboutthe giving of information?

The Act says that before a licenseegives effect to a consent,he/shemust ensure that each participant has
been given such relevant and suitableinformation as is proper or as may be specifically required by the
Code or directions". [S.227}

4.2 How and when shouldinformationbe given?

All required information mustbe given in the form of oral explanations by the relevant staff members,and
supported by written material. Written material may need to be available at differing levels of
understanding.Other methods of providing information, such as through videos or patient information
nights, are alsoencouraged.

The person responsibleshould coordinate a system for the timely provision of all relevant written
information,and this materialshould be provided so that it may be takenaway from the clinic and discussed
againlater if the participantswish.

4.3 What information shouldgiven to participantsprior to their effectiveconsent?

i Information about the effect of their consents.

The subject of the effect of consentsand the right to dealwith and disposeof gametesandembryos is
covered in detail in the Act and any licensee should becomefamiliar with S.25, 26 of the Act, as the
following summary doesnot replace the full interpretation of the Act.

In summary

All rights to deal with or dispose of eggs or sperm remain with the gamete provider,
unless there is consent to give theseaway, or they are used to produce an embryo when
the rights vest jointly in the couple for whom the embryo was developed. [S.25, S 26c]
However a reading of S.223 indicatesthat this consentmay be varied or withdrawn with
somelimitations;

- where gametes are given away to a licenseethesemay be used for purposesother than
creating an embryo for researchor as may be specified in conditions of the donation, and
if conditions of donation are not met, the rights to unused gametesrevert to the donor;

* each member of a couple on whose behalf an embryo was developedhave the right to
decidehow it will be dealt with or disposedof;

a. couple with rights to decide over an embryo may donate it to another couple for
treatment, if all relevant participants give effective consent;

if a couple disagreeover the useor continued storageof an embryo, the Commissioner of
Health shall, on the application of either member of the couple, direct the continued
storage of the embryo, until the issueis resolvedby Court order or agreement;

if one member of the couple dies, rights with respectof an embryo vest in the survivor;

where the personson whosebehalf storage of any gametesor embryo was undertakenhave
died, or cannot be reached for instructions or required consent, the control andpower of
disposal vest in the Commissioner of Health, who must direct that the embryo be "made
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available for the purposeof providing treatment for a specific recipient, unless a court of
competentjurisdiction otherwiserequires" [S.243];

- where a consentrequiredis not given, is not effectiveor is not compliedwith this may be
grounds for disciplinary action againsta licensee,but will not necessarilyaffect the rights
of any person[S.229].

ii lnformation about the ability to place conditions on any consentor to vary or withdraw a consent is
coveredin the Act itself.

In summary:-

* It is clear from the Act that any consentto usegametesor embryos, may be conditional,
and RTAC guidelines require that any consent to a proceduremust be able to be
withdrawn at any time [S.225,8].

* The Act also covers in detail the rights of gameteproviders and those for whom an egg in
the processof fertilisation or embryo, was developed, and specifies a right to vary or
withdraw this consent[S.223].

* There are however, limitations on the power to withdraw or vary any consentgiven, or to
the useto which gametesor embryos may be put, and theseare also specified[S.222,4,
S.261c,e]. l’his detail mustbe understoodin the drafting of requirementsin the Code
or directions for the giving of consent in different circumstances,and make up an
importantcomponentof counselling.

lii Information aboutlong term effects on participants

To be included in the information provided on the treatments undertaken,becauseof its particular concern
to the women involved, is information about the potential for long-term ill effectsof the fertility drugs they
are taking. Information should be madeprovided to them from the most up-to -datestudiesavailable, in
language that allows the significanceof thesestudiesto be understood.

iv Information shouldbe madeavailableabout the Public HealthIVF and Donor registerskeptunder the
Act, including thefollowing:

* acknowledgmentthat identifying recordsand registersare kept, in particular that central registers
are kept by the Commissionerof Health in the HealthDepartment,to facilitate the monitoring and
evaluationof the procedures;

* information that only medical or public healthresearchinvolving linkageof IVF information with
information kept in other HealthDepartment registers, such as to carry out long term monitoring
and evaluation of the safety of the proceduresfor participants and children born, may be carried
out without further consent. Authorisationof any researchby privateresearchersinvolving named
information, would only be by the Commissioneron the recommendationof the Council, and this
would only be given in line with the purposesand objectsof the Act. Research that would involve
further contactwith any participantor any child born, or researchto be published in any way that
identifies a participant or child born, is subject to further specialconsentby the participant and may
be refused.

as confidentiality of information about their treatment is of great concern to participants, they
should be informed of the measuresbeing taken to ensure the confidentiality of this information
during its transfer to, and keeping in, the centralregisters
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* Clinics should not at any time transfer to the register identifying information with
treatmentand outcomeinformation;

no identifying information is to be kept on the centralcomputerisedregisters;

* the registers are to be held on locked micro-computers,and managedaccording to the
standardsestablished by the Health Department’s Confidentiality of Health Information
Committee;and

* any officers having authority to dealwith the registered information must be specifically
authorized by the Commissioner for this purpose, and subject to strict confidentiality
provisions in the Act; and

* the extensiveconfidentiality provisions of the Act and directions also concernthe way in
which informationshould be kept by licensees.

Section 2.4 of these guidelines gives more background to the reasons why the registers have been
established and the standardswith which they will be managed.

v Additionalimportant information in relation to donation andthe Donor Register

If relevant, there are many important issuesto be covered in information made available about donation,
including the following:

Information drawing attention to the Artificial Conception Act for thesesituations

An understandingof the implications and effects of the Artificial Conception Act is essential, for both
donors and recipients. It should be pointed out that the Artificial Conception Act refersto situations where
the womanbeing treated is married,or in a stable de facto union, and her husband or partnergives consent
to the procedurebeing undertaken.Otherwisethe Act is silent as to the legal parentage of any child born
through artificial conception. This has particular importancein relation to consent to be given by a
semendonor for caseswhere his semenmay be used to treat a single woman, and the Directions 3.9
specify that any donor must give specific consentto such use.

Information drawing attention to the rights of accessof any child born or biological parent to non-
identifying information on the Donor Register

Attention should be drawn to the fact that registers are kept in the Health Department containing identifying
and non-identifying information about donors and children born of donation. The right of accessto non-
identifying information on these registers is given to donors and donor children under the Human
Reproductive Technology Act.

Information drawing attention to the potential in the future for legislation to allow access to
identifying information kept on the registers

Although current State and National policy on accessto informationdo not support any retrospective access

to information stored on registers, and any new legislation would be precededby extensivepublic debate, at
some time in the future legislation could be passedthat would allow this access.

vi Information should be given on any other relevantmatters in the Act, directions or the Code that
affectdonationor storage.

There are a variety of limitations in the directions about which information may be relevant to a person
giying consent.
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Importantlimitations include:

limitations to the maximum numbers of offspring a donor may have through donation 5 donee families
direction 8.1;

limitations on the import and export of donatedmaterial directions 6.1 -6.4

vii if relevant, information about research or diagnostic tests on embryosthat are subject of specific
Council approva4

Where the consent relates to an experimentalprocedureor diagnostic test that has or specific Council
approval, sufficient information about the proceduremust be given to the participants, in a form that is
understandableby them, to facilitatetheir informedconsent.
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SECTION 5: COUNSELLING

No detailed guidelinesare to be provided at this stagewith regard to counselling,as the Council considersit
important that eachcounsellor and eachclinic develop their own methods for incorporating the counsellor
within the clinic routines, and for coordinating the transfer of information to participants. As yet there has
beenno experienceunder the Act and it is likely that practices will continue to developwith this experience.
It is the intention of the Council to assistin this processand to monitor thesedevelopments.Onceguidelines
have been developed by Council, these will be made available to those responsible for each licensed
practice.

The Council does, however, expect an approved counsellor within a licensedpractice to be available, as
requiredby the directions, for therapeutic counsellingprovided independently of the treatment process, and
to network with other counsellorsin the samearea.
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SECTION 6: USE AND STORAGE OF GAMETES AN] EMBRYOS

6.1 Extensionto the maximumperiodof storage of gametes.

Although the direction 63 specifies15 years as a maximumperiod for storage of gametes,in exceptional
circumstances,where these are stored for the gamete provider’s own treatmentor use, in response to a
written applicationthe Council may, on a caseby casebasis,give an extension.

6.2 Storageof embryoslimitedby the Act.

The Act specifiesthe maximum period for storage of embryos to be 3 years, and this may not be extended.
For embryosalready in store at the time the Act comes into force, this period may be calculatedfrom the
time the Act comes in.

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993 19



1738 GOVERNMENT GAZETTE, WA [22 March 1993

SECTION 7: USEAND STORAGE OF GAMETES AN] EMBRYOS

7.1 Treatmentof single womenby donorinsemination

Neither the Act nor the directions prohibit the treatmentof a single woman by artificial insemination,
however, where this is to takeplace direction 3.9 specifiesthat the donor must specifically consentto this
useof his semen,as until the Artificial ConceptionAct is amendedthe Act is silent on this type of situation,
and theremay be legal implicationsfor the donor.
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SECTION 8: PRACTICE ISSUES

Practiceissuesin relationto donation

8.1 Paymentof donors

The Act clearly prohibits payment for humanreproductivematerial. This prohibition affects the provision of
human reproductive material, such as semen straws, by Storagelicensees to patients and the reimbursement
of the donors. There is provision in the Act for a licenseeto cover expensesincurredand for a donor to be
reimbursed for reasonable expenses.However, whether this should occur and how much this should be is
debatable, and the Council will review the current practices 12 months after proclamation of the Act.

8.2 LimIts to the nwnberofoffspringa donormay have.

The statistical information that is available as to the genetic risksassociatedwith accidental incestbetween
donor offspring doesnot readily lend itself to accuratepredictions of the risks that accompanyincreasing
numbers of children born in a State the size. of Western Australia. This is an area where specialist
knowledge is evolving and the practitioner’s judgement may be relevant to special situations, such as small
ethnic groupingsor small communities. Council therefore made its decision to limit the number of offspring
basedmore on social thanstatistical issues,hencethe inclusion of interstate offspring in the limit. Council is
also to closely monitor and review the total number of children born under the current limits, that refer to
families.

The judgement of the licenseeis of particular importancewhere embryosare to be donated, as accidental
incestbetween full siblings has far more seriousgenetic implications than betweenhalf siblings. As there
are unlikely, however, to be large numbers of embryos for donation from a particular couple at this stage
the directions are silent as to a limit and leavesthe matter to the discretion of the licensee.Wherethis is to
occurboth donor and recipient couplesshould be strongly encouragedby the licenseeto undergo counselling
about the special implications of embryo donation.

8.3 Knowndonors

The use of known donors is not ruled out by the directions. However, the directions do specify that the
licenseeor exempt practitioner may not carry out the treatment unlessany donor and the recipient and their
spouseor partnermust all have had at least one sessionof counsellingwith an approved counsellor. Also
the directions specify what must be coveredin the information that the licenseesare to provide to those
undergoingthe procedure.

Although in thesecases the directionsalso do not rule out the use of fresh donatedmaterial, the use of
frozenandquarantinedmaterialis encouraged,and there is to be 6-month cooling off period following
the initial undertakingto donatedunderthesecircumstances,and in thesecasesadditional information must
be provided to the recipients about the fallibility of HIV testing under the circumstances.

The time of initial agreement,from which the six-month cooling off period may be calculated,is taken to
be the time consentis givento the procedure, following the required counselling, and should be recorded.

The sperm bankswill be responsible for reporting information as to outcome back to the registers, where
the reproductive material used in the procedure was supplied by them.

* Other practiceissues
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8.4Repeatedovarian stimulation

As it is difficult to predict the survival rates for thawing embryos and because of the apparent improved
successrate of 1VF and GiFT procedureswhen more thanone egg or embryo is transferred, it may be in
the best interestsof the couple being treated to allow for the possibility of carrying out a repeat egg
collection cycle in spiteof the fact that one or two embryos are still in storage.The regulationplaced on
repeated stimulationcycles is to minimise that build-up of large numbers of frozen embryosthat may never
be used for treatment

8.5 Posthumoususeof storedreproductivematerial.

Direction 8.6 very clearly specifies that there is to be no known posthumoususe of gametes. One
implication of this is that when a persongives consentat the time of storage of their gametesthey may not
as an option for after their death specify that their gametesmay be used for treatment of another. They may
only choosethat their gametesbe usedfor experimentation or discarded.

However, nothing in the Act or the directions rules out a couple giving consentfor posthumousdonation of
an embryo for treatmentof another couple.
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SECTION 9: RESEARCHAN DIAGNOSTIC TESTING.

NOTE: Directions9.1-9.3 relategenerallyto all routine clinical and laboratory procedures,all research and
all diagnostic testing, including embryo research or testing. However additional criteria, relating to
documentationof the therapeutic nature of this researchor test and its non-detrimental effects, must also be
met for approval of embryo researchor tests, as directedby directions9.4-9.5.

9.1 Guidelinesas to TIMING of approvalsto be sought

1 At the time of licensing

General approval of all routine clinical and laboratory proceduresor specific approval for innovative
clinical or laboratory procedures,researchor embryo diagnosticproceduresmay be given at the time
of licensing.

Routine proceduresin place at the time of licensingmay be given the generalapproval of Council if they
comply with Council standardsin the guicislines for general approval. At the time of application for a
licence a fully documentedmanual, containing details of all clinical and laboratory proceduresused in the
clinic, must be madeavailable to the Council, and all or part of this may be sentby Council to RTAC for
review. General approval given at this time may include approval for routine quality assurance
procedures and routine audit of procedures. Guidelines given below indicate in general the standardsto
be met for a procedure to be eligible for generalapproval.

At this time application should be made for the specific approval of any clinical or laboratory procedure
that accordingto the guidelinesset out below would be considered innovative. It should be noted that for all
specifically approved proceduresthere must be adequatewritten information available for participants
giving consentto theseprocedures.The initial processof application for specific approval of researchor
embryo diagnosticprocedureswill also be madeat this stage.

All applications for specific approval at the time of licensing should be madeon a special application
form, available from the Executive Officer andshown here in Appendices6, 7 and 8.

ii Laterapprovalssoughtby licensees

General approval for variation to proceduresthat are considered by licenseesusing the guidelines set out
below to be eligible for general approval, or specific approval of procedures that are innovative, research
or embryo diagnostic proceduresmay be soughtat any time.

However, a new procedurethat appearsto the person responsible to fit the criteria for general approval
may be introduced into practice if it is fully documented in the procedure manualand this is available, on
request, to the Council for its formal approval. If a licensee is in any doubt as to whether a proposed
change would fit the criteria they should request advice from the Council.

As indicated in the directions, Council may or may not agree with the judgement of the licenseethat the
new procedure is routine, may or may not grant its general approval when the manual is reviewed andmay
or may not require the new procedure to be withdrawn.

At any time also application may be made for specific approval for any new research, new diagnostic
proceduresinvolving embryos, or for subsequentchangesto the clinical or laboratory proceduresthat are
considered innovative, and these applications must be made in the relevant format, as shown here in
Appendices6, 7 and 8 andas available from the Executive Officer.
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9.2 Guidelinesfor licenseesto STANDARDSfor GENERAL or SPECIFIC approval

The guidelines below are to assist licenseesin deciding whether to assumegeneral approval or to seek
specificapproval for proceduresor changes to the approvedroutine protocol.

i Standarrlsfor generalapproval

Generalapproval may be asswned likely where documentationcan be provided to the Council on
request showing that the procedureadopted:

complies with any standardsset by any relevant professional body and, if relevant, standardsset in
the NH MRC Statement on Human Experimentation andSupplementary Notes;

has not beenrejected by the relevant IEC;

is used in other reputable, nationally or internationally recognisedclinics details given;

is reportedin internationalpeer - reviewed literature, indicating safe and successfuloutcome,based
on good researchreferencesto be supplied;

is expectedto be, or is currently, successfulin the local clinic eg detailsof resultsor relevant staff
training undertaken;and

is considereda necessaryelement of the routine practicein the clinic; and

if relating to any embryo, is intended to be therapeutic for the embryo and is unlikely to be
detrimentalto its well-being.

ii Standardsfor specific approval

Specific approval must be soughtfor anyresearchor any diagnosticprocedure involving an embryo,
or any clinical or laboratoryprocedurewhich -

has not beenadequatelyreported in the literature; or

is not widely used in other reputable, nationally or internationallyrecognisedclinics; or

* is a totally novel project, not yet reported, but with relevant ethical approval; or

it is not yet evident it will be successfulin the local clinic no prior training or experience.

Where the application for approval relates to a specific approval, application must be made in the format
outlined in the Appendix, detailsmustbe given of any application for approval by the relevant IEC and the
outcomeof that application, and there must be an undertakingnot to proceed with the proposed change
without notification of Council approval.

9.3Additionalguidelinesfor licenseesto research on embiyos

1 All those using embryosmust befully aware of the relevantprohibitions and offencesin section 7 of
the Act.

ii there is no ‘window’for non-therapeuticresearchprior to syngamy;

As the directionsprohibit the development of any egg in the processof fertiisation or embryo other than
with the intention of its probable future implantation, this meansthat there is no window of opportunity for
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non-therapeutic research,even in the early stagesof fertilisation prior to syngamy [S.17b}. This is in
contrastto the situation under the Victorian Act.

ill any embryocreatedis to befor implantation;

The directions must as directedby the Act prohibit the developmentof any embryo solely for research or
diagnostic testing. The intention to implant any resultantembryo is to be indicatedthrough the consent given
by the participants, indicating this as their understanding.

iv the researchmustbe intendedto be therapeutic, and not likely to be detrimentalto any embryo;

The Act prohibits researchon an embryo that has not had Council approval. Furthermore,Council may not
grant this approval unless the research is ‘intended to be therapeutic’ and existing scientific and medical
knowledgeindicates there is not likely to be anydetrimentaleffect on anyembryo [S.7l readwith
S.142 and[S.202, 3].

Therapeuticresearch refers to researchlikely to benefit the embryo. This must relate to the individual
embryo and is of course tied in with the corollary that any experimentwill also not be detrimental to the
embryo.

If scientific documentation provided with the application for approval indicates that the researchprocedure
will result in, or can reasonablybe expected to result in, embryos that are competentfor implantationand
unlikely to be damagedby that researchprocedure, the procedure may be considered for approval.

Non-therapeuticresearchon embryos is that which is:

* destructive- where outcome is that the embryo is killed or completelyunsuitablefor implantation
by the criteria generally acceptedin the field;

or

* where the likelihoodof successfulimplantation is significantly reduced.

v generalapproval to routineproceduresinvolving embryosmay be given;

The offence in S.7l of the Act refers to ‘relevant’ and ‘specific’ approval for embryo research.However
general approval may be given to quality control proceduresor audit proceduresinvolving embryoswhere
thesearenot experimental.

At the time of initial approval of the licence, generalapproval may be given by Council to theseroutine
procedures as documentedin the protocol manual submitted. And subsequently,on fully documented
application in the required format as outlined below, variations to the routine protocol, including procedures
involving embryos, may be eligible for further generalapproval by Council.

To be eligible for generalapproval any routine variations to laboratoryor clinical practices, quality control
procedures etc. must be fully documented,including evidence that the variations fulfil all the above criteria
relating to the non- experimental, therapeutic and non-detrimental nature of the proposed procedure, and
that they meet the standardsfor generalapproval.

vi specific approvalmust be soughtfor anyproposedembryo research not eligiblefor general approval.

The guidelines for application for specific approval of proposed embryo research are similar to those
detailed below for all research,althoughadditional criteria relating to the therapeutic and non-detrimental
nature of the researchalso apply.
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frli counsellingand consentare required;

The Act requiresthe provisionof counsellingand the giving of effective consentfor any researchinvolving
embryos [S.22].

The consentsigned by the participants for any embryo researchshould indicate their understandingof the
likely outcome of the procedure and their intention that the embryo would subsequentlybe implanted.

The directions andexplanationon counsellingandconsentare coveredin Sections 3, and 5 of the directions
and theseguidelines.

viii the standardsfor approval of embryo research must be metand the requiredprocessof application
followed

The details to be requiredin the protocol manual submitted at the time of initial licensing, as well as
guidelines for application for approval of variations to this, are outlined in the sectionon generalresearch.
The guidelines for application for specific approval of proposedembryo researchare similar to those
detailedbelow for all research,although additional criteria relating to the therapeutic and non-detrimental
nature of the researchalso apply.

Application forms for approvalareshownin Appendices10-12.

9.4 Guidelinesfor licenseeson diagnostictestingof embryos

i The testis not to be detrimentalto any embryo

It is to be an offence for a licensee to carry out a diagnostic test involving an embryo without Council
authorisation or specific approval. According to S. 14 of the Act, this may not be given unlessthe procedure
is intended to be therapeutic for the embryo concerned and, based on existing knowledge, ‘no
detrimental effect on the well - being of any egg in the processof fertiuisation or embryo is likely
therebyto occur’.

The interpretationof whether the procedureis likely to fulifi thesecriteria is to be basedon the scientific
documentation given with the requestfor approval, with a similar interpretation of ‘therapeutic’ and
‘detrimental’ to that outlinedin the above guidelinesfor embryo research.

ii certain diagnosticproceduresinvolving embryosmaybe authorised

The Code may include provisions, in general, as to which diagnostic procedures should, or may, be
undertakenprior to the commencementof an artificial fertilisation procedure [S.21b]. It also may specify
what diagnostic proceduresinvolving embryos may be authorised, that is do not require specific approval
[21k]. In order to be so authorised, however, any procedure would have to fill all required criteria.

For applications for authorisationor specific approval of diagnostic tests involving embryos, the
processof application and standardsthat apply are as for the general or specific approval of all
experimentation,but with additionalcriteria to be met, as for embryo research.

iii counsellingand consentare requiredfor testingof embryos

The Act requires there to be counsellingandconsentunder all circumstances where there is to be any useof
an embryo, and this would include diagnostic testing [S.22e].

Counsellingand consentarecoveredin Parts 3 and 5 of the directions and theseguidelines.
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iv the standardsfor approvalmust be met and the requiredprocessof applicationfollowed

At the time of initial approvalof licence, general authorisationmay be given by Council to routine
embryo diagnostic proceduresdocumented in the protocol manual submitted. Subsequently, on fully
documentedapplication in the required format as outlined below, variations to the routine protocol,
including new diagnostic procedures involving embryos, may be eligible for further general authorisation
by Council.

To be eligible for general authorisation, any routine diagnostic procedure involving embryos, such as
routine observations, must be fully documented, including evidence that the tests fulfil all the criteria
relating to the therapeutic andnon-detrimental nature of the proposed test as for embryo research.

The details to be required in the protocol manual submitted at the time of initial licensing, as well as
guidelines for application for approval of variations to this, are outlined below in the section on general
research.

Application forms for approval are shown in Appendices 10-12.

The requirementsfor counsellingand consentin thesecircwnstancesare covered in Sections3, and S
of the directionsand theseguidelines.

v Certain proceduresare not consideredto bediagnosticprocedures.

Two standardproceduresarenot consideredto be diagnostic procedures,theseare:

observationof oocytesfor evidenceof fertilisation; and

observationsmadeto determine whether an embryo is still developing or still alive.
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APPENDIX 1 PUBLIC HEALTH REGISTERSRELATIONAL DIAGRAM
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APPENDIX 2 PUBLIC HEALTH REGISTERSDATA FLOW CHART
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APPENDIX 4

FLOW CHART OF CONSENTREQUIRED

FLOW CHART FORCONSENTREQUIREDUNDER THE

HUMAN REPRODUCTIVETECHNOLOGY ACT

1.3 Form 1.3
CONSENTTO RECEIVE
DONOR EMBRYOS
at time of receipt

1.2 Form 1.2
CONSENTTO RECEIVE
DONORGAMETES

at time of receipt

Form 1.1 Form 1.4
CONSENT FOR CONSENTFOR
AN ARTIFICIAL DISPERSAL OF
FER11USATION SEMEN
PROCEDURE ore/thaw

PJ, IVF, GIFT
stophereiAionty

DISPERSALOF EGGS
stophere if GiFTonly Form 1.5

CONSENTTO
DONATEGIETES
at time of donation

D SPERSALOF EMBRYOS
alpriortostart

Form 22

Form2.1 I CONSENTTO
CONSENT TO I DONATE EMBRYOS
STORE EMBRYOS I at ft me of donation

at time of stora9e

I Form 4
Form3.11 CONSENTTO

CONSE1JTO INNOVATIVE
THAW EMBRYOS I PROCEDURE
at time of thaw
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APPENDiX S
DRAFT CONSENTFORMS

Form 1.1

PATIENT CONSENT FOR AN ARTIFICIAL FERTILISATION PROCEDURE’

PART A:

TO BE FILLED IN BY ALL THOSEUNDERTAKING AN ARTIFECIAL FERTILISATION

PROCEDURE,WHETHERARTIFICIAL INSEMINATION, 1VF, GIFT OR A RELATED

PROCEDURE.

I/Wee

and

consentthe procedureknownas:

and understandthat the protocol for this procedureis consideredto be suitable medical practice, and that

any stepsthat are experimentalor innovative require specific consenton a separateform.

I/We agreethat:

1. I/We have read information about this procedure provided by the Centre, which describesthe

procedurewith its possiblerisks, complications,unwantedeffectsandlikelihoodof success;

2. I/We have discussedthe procedurewith staffof the Centre;and

3. if I/we intend to use donor gametes, or any donor embryo2, or to donate them, we have filled in

the appropriate consentform [1.2 or 1.3 to receivedonatedgametesor embryos, or 1.5 or 2.2 to

donategametesor embryos].

IF UNDERTAKING ARTIFICIAL iNSEMINATION ONLY, DO NOT FILL IN

PART B OR PART C OF TifiS FORM, BUT PROCEED NOW TO PART D.

An "artificial fertilisation procedure" under the Human Reproductive Technology Act 1991
includesartificial insemination, as well as 1VF andall related procedures, such as GIFT.

2 Any referenceto an embryo includesa reference to an eggin the processof fertilisation.

HwnanReproductiveTechnologyAct 1991-Draft GuidelinesApril 1993
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PART B:

IF UNDERTAKING 1W, GIFT OR A RELATED PROCEDURE TifiS PART MUST BE FILLED

IN.

In undertakingthis 1W, GIFT or relatedprocedure,

We-

a agree that there is to be a maximum of three or in exceptional circumstances four embryos or

eggsthat we may have transferred;and

b declare that we are married, or have been living together in a defacto relationship for S of the last

6 years.

We understandthat if there is any egg recoveredduring the 1W or GIFT attempt, the options

available regarding that eggareas follows:

1. Up to three and in exceptionalcircumstancesfour eggsmay be transferredin aGIFT procedure;

2. it may be inseminatedin vitro, with the intention that any embryo developedis for our treatment;

3. it may be donatedto an eligible couple in a treatment program;

4. it may be donated to an ethically approved research program, not involving fertilisation or

developmentof an embryo;

5. when the technologyhasbeendevelopedit may be stored; or

6. it may be discarded.

At present we choose to have any eggs collected in this procedure used in the following

way:

but we understandwe have the right to vary or withdraw this consent, [in writing] prior

to the use or discarding of any egg.

If we are undertakinga procedureusing donor egg embryos or donor embryos we have filled the consent

forms 1.2 or 1.3.

WE WISH TO PLACE THE FOLLOWING CONDiTIONS ON OUR CONSENT:

IF YOU ARE UNDERTAKING NOT TO HAVE ANY EGG INSEMINATED, THAT

IS IF YOU ARE UNDERTAKING GifT ONLY, THERE IS NO NEED TO FILL IN

PART C OF TifiS FORM, BUT PROCEED NOW TO PART ft

HumanReproductiveTechnologyAct 1991-Draft Guidelines April 1993
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PART C:

TO BE FILLED IN ONLY BY THOSEUNDERTAKING TO HAVE ANY EGG FERTILISED, AS

PART OF 1W OR A RELATED PROCEDURE.

We request the Centre and its staff to inseminate one or more of the eggs that may be

collected during the IVF procedure and not otherwise used or discarded at our request, and we

understand that, under the Human Reproductive Technology Act 1991, the development of any

embryo must be with a view to its future implantation.

We request that a donor sperm, or b sperm of the husband named above

delete as appropriate

are to be used for the insemination, and understand that the gametes must not be mixed in

such a way as to allow confusion as to the biological parentage of any child that may be born

as a result.

If we elect to use donor sperm we have completed consent form 1 .2.

If any embryo develops, we understand our options are that:

1. Up to 3 and in exceptional circumstances 4 embryos may be transferred fresh during

an IVF procedure;

2. any embryo not used in this treatment cycle may be stored for our later treatment, up to

a maximum of three years;

3. any embryo not used in this treatment cycle may be donated for treatment of another

couple; or

4. any embryo that is not suitable for transfer, or not used in this treatment cycle, may be

allowed to succumb, according to Guidelines of the Code of Practice under the Human

Reproductive Technology Act 1991.

At present, our request for the distribution of any embryos that develop, is as follows:

but we understand we can withdraw or vary this request in writing at any time, prior to the

use or succumbing of any gametes or embryo.

If we have chosen to have any suitable embryos stored, we have filled in consent form 2.1, and

if we are electing to donate any available embryos, we have filled in consent form 2.2.
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PART D:

TO BE FILLED IN BY ALL WHO ARE TO UNDERGOAN ARTIFICIAL FERTILISATION

PROCEDURE.

We understand that:

1. The procedure may not achieve its desired aim;

2. cancellation or abandonment of the procedure or transfer to another procedure may be

necessary;

3. we are free to vary or withdraw our consent at any time [in writing] prior to the disposal

or use of gametes or embryo that are the subject of our consent.

Each of the above points has been explained to us by:

[please print name]

[signed]

Woman [signed]

Witness [signed]

Husband Partner [signed]

Witness [signed]

Dated

Human ReproductiveTechnologyAct 1991 - Draft Guidelines April 1993
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Fomz 1.2

CONSENTTO RECEIVE DONATED GAMETES SPERMOR EGGS

FOR TREATMENT

NAME OF WOMAN

NAME OF HUSBAND PARTNER:

ADDRESS:

In considerationof the Centre allowing to participate in its donor gamete program, we have read

information concerningthis programandhave had opportunityto discussissuesrelated to the use of donor

gameteswith staffof the Centre, andwe understandthat:-

1. Despitethe exercise of all reasonable care and professionalskill, there are risksassociatedwith the

treatment. If pregnancyshould result, there is a possibility of complicationsof childbirth or

delivery of a physically, mentally or psychologically abnormal child or a child with unsuspected

hereditaryillnessor characteristics;

2. if the donation is anonymous the identity of any donor shall not be disclosedto us, nor shall the

clinic staffrevealthe identity of me/usor any child to the donor;

3. recordsare kept by the Centre and in a central register in the Health Departmentof WA, whilst

subjectto the usual confidentiality of medicalrecordsandrequirementsof the Human Reproductive

TechnologyAct 1991, may be subpoenaedby a court of law;

4. under the Human Reproductive Technology Act 1991 any child born as a result of this treatment

may have accessto non-identifying information relating to the donor, and that another written law

in the futuremay grant accessof the child to identifying information;

5. under the Artificial Conception Act 1985 any child born to a marriedor defacto couple following

a procedure involving donated human reproductive material which has the husband’s consent shall

be treated in all respectsincluding descentof property, duties of support and maintenanceas if the

child were a naturalchild of that couple; and

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993
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6. the donor may withdrawor vary consent,prior to useof the gametes.

Eachof the abovepointshasbeenexplainedto us by [please

print name] [signed]

Womair Witness

Husbandpartner Wituess

Date&

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993
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Form 1.3

CONSENTTO RECEIVE DONOR EMBRYOS2 FOR TREATMENT

NAME OF WOMAN:

NAME OF hUSBAND PARTNER:

ADDRESS:

We have read the informationprovided by the Centre and have had the opportunity to discuss theseissues

with the staff.

We understandthat another couple hasdonatedto us number embryos for our

treatment and in requesting the receiptof them we understandthat:

1. Despite the exercise of all reasonable care and professional skill, there are risks associatedwith the

treatment. If pregnancy should result, there is a possibility of complications of childbirth or delivery of a

physically, mentally or psychologically abnormal child or a child with unsuspectedhereditary illness or

characteristics;

2. if the donation is anonymous the identity of the donor shall not be disclosedto us, nor shall the clinic

staff reveal the identity of us or any child born to the donors;

3. the donors may vary their consent in writing at any time prior to the useof the eggs in the processof

fertilisation or embryos or expiry of storage limit under the Human Reproductive Technology Act

1991;

4. recordsof the donation are to be kept at the Centre and in a register in the Health Department of WA

and, although subject to the usual confidentiality of medical records and the requirements of the Human

Reproductive TechnologyAct 1991, could be subpoenaedby a court of law;

S. under the Human Reproductive Technology Act 1991 any child born as a result of the donation may

haveaccessto non identifying information about the donors anda

subsequentwritten law may provide any such child accessto identifying information about the donors;

and
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6. underthe Artificial ConceptionAct 1985 the child is legally our child.

Eachof the above points has beenexplainedto usby

[pleaseprint name] [signed]

Womar Witnesw

Husband partner: Witness

Dated:

Any referenceto an embryo includesa referenceto an egg in theprocessof fertiisation.

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993
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Form 1.4

CONSENTTO USE SEMEN

NAME OF MAN

ADDRESS

I have read the information provided in relation to the use of my semen, and have had the opportunity to

discussissuesraised with staff of the Centre.

This requestrelates to dispersalof my a fresh b frozen semendeleteas applicable.

I understand that my semen may be used in the following ways:

1. Fresh or thawed semenmay be used in my own treatment Affi - artificial insemination of my

partner;

2. it may be stored for my own treatment, but only according to any time limits to the storage of

semen in this State set under the Code of Practice of the Human Reproductive TechnologyAct

1991 and otherwise according to the commercial arrangement betweenme and the Centre;

3. I may donate it, as approved under the Human Reproductive Technology Act 1991, for the

treatment of infertility or genetic abnormality in others, and if I choosethis option, whereby a

child may be born, my wife or partner if any and I must fill in consent form 1.5;

4. it may be used for research, not involving the development of an egg in the process of

fertilisation or embryo; or

5. it may be discarded.

At present I choose option/s but understand I may place conditions on my

consentandmay vary or withdraw this consent [in writing] at any time up to disposal or useof the semen.
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CONDITIONS ON OPTION/S SELECTED

If at some time in the future I am unable, by reason of incapacity or otherwise, to vary the terms of this

consentor withdraw it I would like any semenstoredon my behalf to be used for

approved research/discarded!

deleteif not applicable.

Each of the above points has been explained to me by

[pleaseprint name]

Man: Witness [signed]

Dated

Samplenos. f any scuensamples

stored:

____________________________________

or

thawed:

__________________

Human ReproductiveTechnologyAct 1991 - Draft Guidelines April 1993
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Fonn 1.5

CONSENTTO DONATE GAMETES EGGS OR SEMEN FORTREATMENT

Nameof gamete donor

Nameof Spousepartner if any:

Address:

In offering my servicesas a gametedonor, that is a donor of semen containing sperm cells or any eggfor

the treatment of infertility or a geneticdisorder as approved under the Human Reproductive TechnologyAct

1991, I understandthat a child may thereby be born.

I agree that I have read the information provided by the Centre covering issuesraised by gamete donation

and have had the opportunity to discuss theseissueswith staff of the Centre.

I understand that:

1 Each donation of semenor any eggwill require a statutoryhealth/lifestyle declaration;

2 for the purposesof determining whether I am acceptable, I may have to undergo a physical

examination including the taking of blood and other body fluids and an enquiry into my family

history for the purposeof obtaining non-identifying information;

3 if the donation is to be anonymousthe identity of any recipient shall not be disclosedto me, nor

shall the staff of the Centre voluntarily reveal my identity to any recipient or their partner and I

will not seek the identity of any child born as a result of my donation;

4 under the Artificial Conception Act 1985 when the husband consentsto the donation any child

born as a result of donation of human reproductive material will be the legal child of any married

or defacto couple of which the treated woman is part, and the donor has no legal status of

paternity or maternity.

5 that records are kept by the Centre and in registers in the Health Department of WA, andwhilst

subject to the usual confidentiality of medical records and the requirements of the Human

Reproductive TechnologyAct 1991, may be subpoenaedby a court of law; and
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6 under the Human Reproductive TechnologyAct 1991 any child born as a result of my donation

may have accessto non-identifying information about me.

To the bestof my knowledge, informationandbelief:

a None of my immediate family is known by me to have suffered from any physical or

mental hereditable disorders;

b I am in good health, have no communicable diseaseand I do not suffer from any major physical,

mentalor psychological disorder;

and I have completedthe form for confidentialscreeningof donors.

I agree that, unless I specify otherwisein writing, there are no conditions on my donation concerningthe

use of the gametesand that my gametesmay be stored and/or used in an IVF procedure, and I understand

at any time up until the gameteshave beenusedI mayvary or withdraw my consent.

Conditions of donation

For a male donor only

I do/do not consent to the useof my semenin any artificial fertilisation procedure to which section 6 of the

Artificial Conception Act doesnot apply.

Each of the above points has been explained to me by [pleaseprint

name] [signed]

Donor Withesw

SpousePartnerif any Witnesw

Dated:

HwnanReproductiveTechnologyAct 1991 - Draft GuidelinesApril 1993
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Fonn 2.1

CONSENT FOR STORAGE OF EMBRYOS2

NAME OF WOMAN:

NAME OF HUSBAND PARTNER:

ADDRESS:

We have read the relevant information provided by the Centre and have had the opportunity to discuss the

issuesraised with the staff. We requestthe Centre and its staff to store by freezing cryopreservation any

suitable embryo not otherwiseused in this treatment cycle, according to our request. We confirm that we

understandandconsentas follows:

1. Under WA’s Human Reproductive Technology Act 1991 the principal aim of storage of any embryo

must be to allow further attemptsat pregnancy at a later date;

2. storage is to continue for a maximum period of three 3 years and at this stage we opt to store for a

maximum of years; and

3. under the Human ReproductiveTechnologyAct 1991 -

in the event that one partner dies, the remaining partner has the right to decide over disposal of the

embryos;

in the event we both die without leaving any other instructions, the Commissioner of Health has the

power to makeour frozen embryos available for treatment of a specific recipient unless a court orders

otherwise; and

if we disagree about the use of the embryos the matter may be resolvedby a Court, but prior to this

resolutionthe Commissionerof Health can direct continued storage of the embryos up to the limit of 3

years, upon payment of properchargesto the licenseefor this.
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If weboth should die our wishesat this stageare that any embryo storedin our names is:

a madeavailableby the Commissionerfor providing treatmentto another couple eligible under the

HumanReproductive TechnologyAct 1991;

b donatedto specific couplefor treatment; or

c allowed to succumb.

At presentwe elect to use option a/b/c deleteif not applicable, although we reservethe right to vary or

withdraw this option [in writing] at any time, prior to the useor succumbingof any embryo.

CONDITIONS OF DONATION optionale.g. criteria for selectionof recipient couple.

We hereby consent to have our embryos stored, in the light of the above guidelines, although we

understandthatwe may varyor withdraw this consentin writing at any time.

Eachof the above pointshas beenexplained to us by

[pleaseprint name] [signed]

Womair Witness

Husbandpartner Witness

Dated:

2 Any referenceto an embryo includes a referenceto an egg in the processof fertilisation.

HumanReproductiveTechnologyAct 1991-Draft GuidelinesApril 1993
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TechnologyAct.

* Seeconsentform 3.1 for further details.

1764

Dateof removal
EmbryoID Dateof storage Expiry datefor

storage
from

storage/transfer*
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Form 2.2

CONSENTTO DONATE EMBRYOS2 FOR TREATMENT

NAME OF WOMAN

NAME OF HUSBAND PARTNER:

ADDRESS:

We request to donate number embryos, no longer needed for our own

treatment, for the treatment of another couple that is either named below, or selectedin accordancewith

circumstancesspecifiedin this consent.

We have read the information provided by the Centre and we have had the opportunity to discuss issues

relatedto this donation with staff at the clinic.

We understandthat:

1. Records relating to this donationare to be kept by the Centre and in a register in the He*lth

Department of WA, and although subject to the usual confidentiality of medical records and the

requirementsof the Human Reproductive Technology Act 1991, may be subpoenaedby a Court

of Law;

2. under the Artificial ConceptionAct 1985 any child born as a result of this donation will be the

legal child of a couple to which it is born when the husband consentsto the procedure;

3. under the Human Reproductive Technology Act 1991 any such child would have accessto non

identifying information about us kept in the register and a later written Act may give that child

accessto identifying information about us; and

4. we may withdraw or varyour consentat any time prior to the use of any embryos.
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CONDITIONS

SPECIFIEDCIRCUMSTANCESFOR SELECTING THE RECIPIENT COUPLE:

Eachof the above points has been explained to us by [pleaseprint name]

[signed]

Womair Withess

Husbandpartner: Wiüiess

Dated:

2 Any referenceto an embryoincludesa referenceto an eggin the processof fertilisation.
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Form 3.1

CONSENTFORUSE OF STORED EMBRYOS2

NAME OF WOMEN:

NAME OF HUSBANDPARTNER:

ADDRESS

We requestthe Centre and its staff to dealwith numberof embryosheld in storage

at the Centre.

ID’softhosetobedealtwith

We understandour options are:

1. to have them thawed and implanted in an IVF procedurefor our treatment, using a maximumof

3 and under exceptionalcircumstances4 in this procedure.

2. to donate them to another couple for their treatment;

3. To direct the clinic to allow the embryos to succumb;

We chooseoption and have had the opportunityto discussits ramifications

with a counsellor approved by the Reproductive Technology Council, and understandwe may vary our

consentin writing until any embryo has beenused or allowed to succumb.

CONDITIONS

Eachof the abovepoints hasbeenexplained to us by

[pleaseprint name] [signed]

Womair Witness:

Husbandpartner Witness

Dated:

2 Any reference to an embryo includes a reference to an eggin the processof fertilisation.
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Form 4

CONSENT TO AN EXPERIMENTAL OR INNOVATIVE PROCEDURE

Project Title and brief description

I/we have read the information provided to us by the Centre about this experimental or

innovative procedure. I/we have had the opportunity to discussthis project with staff of the

Centre. I/we herewith give consentfor:

use of my eggs;or

my sperm; or
any of our eggsin the processof fertilisation or embryos1or

my personal involvement

deleteas appropriate

in this project.

I understand I may withdraw this consentat any time [in writing] prior to useof any gametes,

eggsin the processof fertilisation or embryos.

CONDITIONS OF CONSENT

Each of the above points has been explained to us by [please

print name] [signed]

Woman Witness

Husband partner Witness

Dated
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APPENDIX 6

APPLICATION FORM FOR APPROVAL FOR RESEARCHTO BE
CARRIED OUT UNDER A PRACTICE/STORAGELICENCE ISSUED UNDER

WA’S HUMAN REPRODUCTIVE TECHNOLOGY ACT 1991

Note: Prior to implementationof Act this researchmaybecurrent,otherwisemust
have approval prior to beingdone,
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APPLICATION FORM FOR SPECIFIC APPROVAL OF

RESEARCH

UNDER WA’S HUMAN REPRODUCTIVE TECHNOLOGY ACT

Nameof Ucensee:__________

Person responsible: Full name

Address:_____________

Tel:________________________________________________

Fax:______________________________________

InstitutionalEthics Committee:
Chairman Name

Title of research project for which specific approval of Council is sought:

Dateof application:__________________________________

ReferenceNo: for office use only

hnology Council

issued: Date

Signed: Chairman,Reproductive Tec

HumanReproductiveTechnologyAct 1991 - Draft Guidelines April 1993



22 March 1993] GOVERNMENT GAZETTE, WA 1771

DETAILS OF PROPOSALTO CARRY OUT RESEARCHUNDER THE HUMAN
REPRODUCTiVETECHNOLOGYACT 1991

Before completing pleaseread the relevantsectionsof the Code of Practicerelating to Researchand
diagnostictestingunderWA’s HumanReproductive TechnologyAct 1991.

SUMMARY NOT MORE THAN 1,000WORDS.

Pleasespecify:

1 Whetherresearchis to be carried out by the licensee or facilitated by them, and if so who will
carry it out.

2 What is thesubjectof the research:

1 participants;

2 spermor eggsintended for use in an artificial fertilisation procedure;

3 eggsin the processof fertilisation or embryos.

3 Whether 1EC approval has been sought and if so, providecommentsmadeon the proposal by the
relevant IEC.

4 With evidencethat the procedureto be adoptedcomplieswith the standardssetout in the NH MRC
statement on Human Experimentation andsupplementarynotes.

5 If the research is involving an egg in the process of fertilisation or embryo give evidence
supporting the fact that

a the proposed research is intended to be therapeutic for the egg or embryo concerned;and

b that existing scientific and medical knowledge indicates that no detrimental effect on the
wellbeingof any eggin the processof fertilisation or embryo is likely thereby to occur.

6 Full detailsof the proposal.

7 SupportingDocumentation, references.

Pleasereturn to:

The Executive Officer
The WA Reproductive TechnologyCouncil
First FloorC Block
189 Royal Street
EAST PERTH WA 6004
Telephone 09 222 4260
Fax 09 222 4236
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APPENDIX .7

APPLICATION FORM FOR SPECIFIC APPROVAL FOR A
DIAGNOSTIC PROCEDURE

TO BE CARRIED OUT UPONOR WiTH AN EGG IN THE
PROCESSOF FERTILISATION OR EMBRYO
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APPLICATION FORM FORSPECIFIC APPROVAL FOR

A DIAGNOSTIC PROCEDURE

TO BE CARRIED OUT UPON OR WITH

AN EGG IN THE PROCESSOF FERTILISATION OR EMBRYO

Nameof Licensee:

Personresponsible:Full name____________________________________________________

Address:

Tel:__________________________________________________

Fax:___________________________________

InstitutionalEthicsCommittee:___________________________________________
Chairman Name

Type of diagnosticprocedurefor which specific approvalis sought:

ReferenceNo: for office useonly

issued: Date_________________________

Signed: Chairman,ReproductiveTechnologyCouncil
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DETAILS OF PROPOSAL TO CARRY OUT AN EMBRYO DIAGNOSTIC
PROCEDURE

Before completing pleaseread the relevant sections of the Code of practice relating to diagnostic
testing underWA’s HumanReproductiveTechnology Act 1991.

SUMMARY NOT MORE THAN 1,000 WORDS.

Pleasespecify:

1 Whether diagnostic procedureis to be carriedout by the licenseeor facilitatedby them, and if so
who will carry it out.

2 WhetherIEC approval has been sought and, if so, provide any commentson the proposal by the
relevant mc.

3 With evidence, that the procedureto be adoptedcomplies with the standardsset out in the NH
MRC statement on Human Experimentation andsupplementary notes

4 With evidence, that

.a the proposed diagnostic procedure is intended to be therapeutic for the egg or embryo
concerned;and

b that existing scientific and medical knowledge indicates that no detrimental effect on the
wellbeing of any eggin the processof fertilisation or embryo is likely thereby to occur.

5 Full detailsof the proposal.

6 Supporting documentation, references.

Pleasereturn to:

The Executive Officer
The WA Reproductive Technology Council
First Floor C Block
189 Royal Street
EAST PERTH WA 6004

Telephone 09 222 4260
Fax 09 222 4236
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APPENDIX 8

APPLICATION FORM FOR SPECIFICAPPROVAL OF AN

INNOVATIVE CLINICAL OR LABORATORY PROCEDURE

Nameof Licensee:

Personresponsible:
Full Name

Address:

Tel:

_______________________________________________

Fax:

____________________________________

InstitutionalEthicsCommittee:______________________________________
Chairman Name

New/ modified procedurefor which SPECIFIC approval is sought:

Reference No:

____________________foroffice

use only

_____________________________________Signed,

Chairman Reproductive TechnologyCouncil

Issued,Date:__________________________________
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DETAILS OF PROPOSAL FOR SPECIFIC APPROVAL OF AN INNOVATIVE
PROCEDURE

Before completingpleasereadthe relevantsectionsof the Code of practicerelative to researchand
diagnostictesting underWA’s HumanReproductive TechnologyAct 1991.

SUMMARY NOT MORE THAN 1,000WORDS.

Pleasespecify:

1 Whether IEC approval has been sought and, if so, provide any comments on the proposalby the
relevant 1EC.

2 With evidence that, if relevant, the procedureto be adoptedcomplieswith any the standardsset out in
the NH MRC statement on Human Experimentationand supplementarynotes and any relevant professional
guidelines.

3 With evidenceand details, whether the procedureproposed-

is usedin other reputable, nationally or internationally recognisedclinics;

is reported in international peer-reviewed literature indicative of safe and successfuloutcome,basedon
goodresearch;

is expectedto be successfulin the local clinic;

is expectedto be safe for anypersonlikely to be affectedby it, in the short and long term.

4 Full details of the proposedchangeor addition, including a copy of the information to be provided to
participants to assist in their informed consentto theprocedure.

5Supportingdocumentation,references.

Pleasereturnto:

The ExecutiveOfficer
The WA Reproductive TechnologyCouncil
First floor C Block
189 Royal Street
EAST PERTH WA 6004

Telephone09 222 4260
Fax 09 222 4236

_____________________________________________________________________________________
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