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SUMMARY

All the required Audits were carried out in Australia, New Zealand and Internationally. A total of 171
audits were carried out on 151 individual Units. The fate of some international Units especially those
in China remains uncertain however 11 new Units have been assessed and granted licences under
the RTAC International Code of Practice (RTAC i-COP). In Australia/New Zealand 5 new Units opened
and none were closed or amalgamated. In total, there are 159 licenced ART Units, in Australia: 100,
New Zealand: 8 and internationally: 51.

The review of the Australia and New Zealand Code of Practice (2021, Issue 8) is currently underway
but has been delayed. The final draft is expected to be presented to the FSANZ Board in September
2024, with release to ART units shortly thereafter.



1. INTRODUCTION

The Reproductive Technology Accreditation Committee (RTAC) was formed in 1987 and is a sub-
committee of the Fertility Society of Australia and New Zealand (FSANZ) reporting to the FSANZ
Board. RTAC issues licences to ART Units that comply with the Code of Practice. The Australian and
New Zealand Code was first introduced in 1986 when the then Fertility Society of Australia (FSA)
produced a series of standards as a guide for ART Units. This initial code was revised in 1992, 1997,
2001 and 2005. It was fully rewritten in 2008 with further revisions in 2010, 2014, 2017 and 2021. An
International Edition of the Code of Practice was introduced in 2014 to facilitate its application in
countries outside the jurisdiction of the regulatory laws of Australia and New Zealand, and this was
revised in 2023. The purpose of both RTAC Codes of Practice is to:

a) Promote continuous improvement in the quality of care offered to people accessing fertility
treatment.

b) Provide a framework and set criteria for the auditing process that leads to accreditation of
organisations that deliver fertility services.

c) Ensure the auditing process is carried out in an independent, non-adversarial and
constructive manner.

2. AUDIT AND LICENSING OF ART UNITS

An ART Unit is defined as being a facility with a laboratory collecting or preparing human gametes
and/or embryos for therapeutic service, possibly across a range of sites of clinical activity. All ART
Units in Australia and New Zealand were audited against the RTAC Code of Practice (2021) by
auditors from the Certifying Bodies (CBs). In addition to the RTAC audit, some ART Units chose to
have a simultaneous audit against the standard 1ISO9001, and all Units in New Zealand are audited
for compliance with the New Zealand Ministry of Health NZ8181 Guidelines.

Audits undertaken are classified as:

a) Stage 1 audit. A pre-audit of a new Unit — a licence is not issued.

b) Stage 2 audit. An audit for a new Unit.

c) Surveillance audit. A routine audit is undertaken annually. These audits have a three-year
cycle with Critical Criteria from the Code of Practice reviewed annually, and Good Practice
Criteria once in the cycle. The only exception to this is Units in Singapore where local
legislation requires a surveillance audit every two years with all Criteria to be reviewed.

d) Relocation audit. This is a special audit where a Unit has relocated.

e) Follow-up audit. Where a licence was issued for a reduced time due to a significant non-
conformity, and the purpose is to confirm the Unit is now compliant.

The accreditation process is:

1. Avisit by one or two auditors from a CB depending on the size of the Unit, and a review to
confirm compliance with the Code of Practice. Once any non-conformities have been
resolved, the CB can then issue a Certificate confirming compliance and a recommendation
to RTAC to issue a licence.

2. Review of the Certification report by the RTAC Chair and a decision made to issue the licence
or not.



Key personnel listed are those in post at the time of the audit and staff changes may therefore have
changed since then. The report uses the position titles given in the RTAC Codes of Practice to
indicate the levels of responsibility. However, Units are entitled to use their staff titles where they
prefer.

Certifying Bodies

Two certifying bodies currently undertake audits of ART Units both in Australia and New Zealand and
Units outside of these countries. They are:

1. Certified Partner Global (https://cpg.global)
2. Global-Mark (https://www.global-mark.com.au/)

Both CBs are audited and approved by the agency JAS-ANZ (http://www.jas-anz.com.au/)

DNVGL have withdrawn as a CB for the RTAC Code of Practice. The audit work they previously
carried out has been taken up by the two companies above.

Australia and New Zealand ART units

The ART Units audited during the period 1t July 2023 to 30" June 2024 against the Australian and
New Zealand Code of Practice (2021) are listed in Appendix 1 according to their location, namely
Australian Capital Territory (Table 1), New South Wales (Table 2), New Zealand (Table 3), Northern
Territory (Table 4), Queensland (Table 5), South Australia (Table 6), Tasmania (Table 7), Victoria
(Table 8) and Western Australia (Table 9). All Units are audited annually, with Critical Criteria audited
annually and Good Practice Criteria in a three-year cycle.

International ART units

The ART Units audited during the period 1t July 2023 to 30" June 2024 against the International
RTAC Code of Practice (2018) or the RTAC Code of Practice (2023) are listed in Appendix 2 according
to their location, namely China (Table 10), Indonesia (Table 11), Malaysia (Table 12), Singapore
(Table 13), Thailand (Table 14), and Vietnam (Table 15). Note that Units are audited annually (Critical
Criteria annually and Good Practice Criteria in a three-year cycle) except for Singapore where local
legislation requires bi-annual audits. Hence, all audits in Singapore are against all criteria of the
International Code of Practice.

Audits

A total of 171 audits were carried out from the 1° of July 2023 to the 30" of June 2024. Chart 1
shows the monthly breakdown of the audits. Table 1 shows the number of Audits by location and
the number of non-conformances for that location. 151 clinics were audited out of a total of 159
clinics with licences and the discrepancy of 8 audits is due to:

a) Audit timing. 6 Units were Audited in August 2024 just outside the cutoff date of 30" June
2024,



b)

c)

Satellite Units are not audited annually. Monash Sale is a satellite unit and is not due to be
audited until 2025

Monash IVF Brisbane moved to a new site and for the transition period had 2 licences. One
has since been retired

20 more audits than clinics audited were carried out. 17 clinics were audited multiple times during
this period (37 audits) and this is due to

Mumber of audits

a)
b)
c)
d)
e)
f)
8)

201

157

107

Six Units underwent 14 audits as part of starting up Stage 1/2

Three units underwent 7 audits for relocation purposes.

Four Units had an extra audit to resolve a major NCR

One Unit had an extra audit for a new egg collection location

One Unit had 2 audits in the period for timing reasons

One Unit had an extra audit for a change in scope

Due to a second consecutive year of underperformance, one unit underwent an additional
audit.

Number of Audits per month
1st July 2023 to 30th June 2024

tn
1

AP P A G
Month of audit
Chart 1: Monthly Audits



A breakdown of the audits is shown in Table 1. There were no offsite audits this period compared to

5% in the last reporting period.

Due to changes to scheme rules which were effective from January 2020 major Non-Conformances
(NCR) were reportable during an audit. These major NCRs were rectifiable within 30 days, and this
was achieved in all cases. There were 12 major NCRs reported in this reporting period, with 6 raised
for Australian or New Zealand units and 6 raised against international Units.

Table 1: Audit breakdown (NCRs)

Number Number
licences audits
Australia 100 111
New Zealand 8 8
International 51 52
Total 159 171

Total NCR Average Major NCR
NCR
172 1.55 1
78 9.75 5
120 2.31 6
370 2.16 12

Table 2 shows the distribution of the major NCRs against the section of the COP or i-COP they were

raised against

Table 2: Audit breakdown of major NCRs

Code version COP section Description Number
COPv-2021 2.8 Donor and surrogacy requirements 1
COPv-2021 2.9 Cryostorage of gametes and embryos | 5

i-COP v-2023  CC6 Identification and traceability 6

All the major NCRs were resolved adequately, and all were associated with a policy or procedure

omission.

Table 3 shows the breakdown of licence periods.

Table 3: Audit licences.

Licence

0 months
3 months
6 months
12 months
24 months
36 months
other

Total

Number

6

0

9

139

10

2

5

171



A period of 0 months is often associated with a major NCR and a licence cannot be reissued until the
NCR has been rectified. If the NCR cannot be rectified before the nominal licence expiry, then the
licence is lost. In all cases, major NCRs were rectified satisfactorily before the nominal licence expiry
and were renewed. 0-month audits are also associated with Stage 1 audits. There were 3 stage 1
audits and 3 major NCRs in the 6 0-month audits in Table 3. There were 12 recorded major NCRs but
only 3 had 0-month periods. As stated earlier all major NCRs are policy or procedural and can be
dealt with at the time of the audit and are therefore immediately downgraded to a minor NCR.

A 12-month licence is normal and for some Asian units, 24 months is normal (see above). A 6-
month licence is granted following a stage 2 audit for new facilities OR where it is felt that an issue
has been identified, and follow-up was required much sooner than the normal 12-month period. A
36-month licence is issued for Satellite Units in Australia. Note for Asian Units a stage 2 licence is for
12/24 months

The other category is audits where a licence was not issued such as audits of egg collection facilities
that are separate from the main laboratory, relocations etc.

Table 4 shows the breakdown of the areas of the COP (Australia and New Zealand only) with the
number of NCRs raised against the COP major section.

Table 4: NCRs by COP major section

Section Label Criteria Count Percent 22/23
1.1 Establishment of an ART Unit na 0 0.0% 0.0%
1.2 Quality management system (QMS) GPC1 35 14.1% 11.4%
1.3 Compliance CC1 4 1.6% 1.1%
1.4 Personnel CcC2 7 2.8% 12.5%
1.5 Stakeholder feedback GPC2 4 1.6% 0.6%
1.6 Disaster management CC3 7 2.8% 4.5%
1.7 Renaming or Closure of an ART Unit na 0 0.0% 0.0%
1.8 na na 0 0.0% 0.0%
1.9 na na 0 0.0% 0.0%
2.1 Medical management GPC3 0 0.0% 0.0%
2.2 Information GPC4 4 1.6% 0.6%
2.3 Valid consent CC4 14 5.6% 9.7%
2.4 Management of infection risk CC5 7 2.8% 0.6%
2.5 Medication management GPC5 11 4.4% 13.1%
2.6 Identification and traceability CC6 49 19.8% 12.5%
2.7 Emergency care GPC6 7 2.8% 5.1%
2.8 Donor and surrogacy requirements CcC7 29 11.7% 0.6%
2.9 Cryostorage of gametes and embryos  CC8 21 8.5% 9.7%
3.1 Ovarian hyperstimulation syndrome GPC7 1 0.4% 0.0%
3.2 Adverse events CC9 35 14.1% 16.5%
3.3 Multiple pregnancies CC10 0 0.0% 0.0%
3.4 Data monitoring CC11 2 0.8% 1.1%
3.5 Datareporting CC12 11 4.4% 0.6%
3.6 na na 0 0.0% 0.0%
3.7 na na 0 0.0% 0.0%
3.8 na na 0 0.0% 0.0%
3.9 na na 0 0.0% 0.0%



The highlighted rows represent the areas of concern, and these are Quality Management,
Identification, Donor and Surrogacy Requirements & Traceability and the reporting of Adverse
Events. The column on the right gives the percentages from the previous reporting period. Personal
and Medication management are no longer areas of interest, but Donor and surrogacy
arrangements need to be addressed. There were 248 recorded NCRs in 23/24 and 176 in 22/23, an
increase of 41%, however, the average number of NCRs per Australian audit has remained steady
(1.55, Table 1), but the average number of NCRs per New Zealand audit increased substantially from
5.0in 23/24 t0 9.75 in the period. RTAC thinks that this is a one-off that will not be repeated in the
next reporting period.

Chart 2 is a histogram summarising all the recorded NCRs (September 2019 to December 2024). This
includes all clinics, including the international clinics. The number above each bin is the number of
clinics in each bin. The bin size is 5. The bin marked with 0is 0 to 5, so 69 clinics had between 0 and
5 NCRs recorded over this period. The last bin is 30 to 35, and 5 clinics have between 30 and 35
NCRs over the period.

Number of NCR's per clinic
(September 2019 to December 2024)

60 7

40

Mumber of clinics

201

0 5 10 15 20 25 30
Number of NCR's/clinic

Chart 2: Histogram summarising the distribution of NCRs



The mean number of NCRs is 7.2 NCRs per clinic. As this is effectively a 5-year period that is 1.4
NCRS per clinic per year. The red line on the chart shows the mean.

3. ADMINISTRATION OF RTAC

RTAC is composed of a Chair appointed by the FSANZ Board, members nominated by various FSANZ
professional groups, and a Consumer Representative. The committee is supported by dedicated
administrative staff.

Although administrative disruptions occurred in 2023/24, these have been resolved, and RTAC now
operates with stable and effective support.

Chair RTAC

Dr. Chris Copeland was the Chair RTAC in 2023-2024, having originally begun his tenure on
September 16, 2019, for a three-year. However, due to the impact of the COVID-19 pandemic, his
appointment was extended.

RTAC members
The members of RTAC were:

e Dr Chris Copeland — Chair Appointed by FSANZ board

e Mr Hamish Barblett — Deputy Chair Appointed by FSANZ Board

e DrRichard Henshaw — Nominee for the IVF Medical Directors

e Ms Antonia Clissa — Nominee of the Australian and New Zealand Infertility Counsellors
Association (ANZICA)

e DrYanhe Liu — Nominee of Scientists in Reproductive Technology (SIRT).

e Ms Linda Robinson — Nominee of Fertility Nurses of Australasia (FNA).

e Consumer Representative - Vacant

There were two face-to-face meetings of the RTAC committee in 2023/24 and the committee has
met online twice.

The Chair RTAC attended four online meetings and one face-to-face meeting of the FSANZ Board
during the year.

Review of the Code of Practice.

The review of the RTAC Code of Practice began in 2023. A total of 67 submissions were received
from 19 individuals or organizations and categorized by major COP sections (see Table 4). The
estimated engagement rate is 18%, which is considered acceptable, as many ART units are part of
larger corporations where a single submission represents multiple units.

To support the review, an external consultant provided a thematic summary of all submissions,
which served as the foundation for updating the COP.



The FSANZ Board has initiated a comprehensive review of the Australian and New Zealand Code of
Practice’s legal framework. As a result, the standard review process is on hold until this is complete.
The ANZ COP review is expected to be finalized by October 2024.

Complaints

The RTAC section of the website provides detailed information to help patients explore their options
if they are dissatisfied with a licensed ART unit. Between July 1, 2023, and June 30, 2024, 17
complaints were lodged through this process. All received a response within 10 working days.

Of these complaints:
e 14 have been resolved.
e 3 remain outstanding:
o Oneis on hold due to difficulties in communicating with the complainant.

o Another involves VARTA, which was shut down by the Victorian Government;
progress is paused until a replacement agency is established.

o The third has been escalated to state authorities and is awaiting their feedback.

Review of RTAC documentation.

No documents are scheduled for review in the current reporting period. However, due to the
increasing number and complexity of complaints, RTAC is developing a more comprehensive
complaints policy.
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