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BCAC response to records from CTAC meeting of November 20" 2025
on olaparib for HER2-negative breast cancer with BRCA1/2 or PALB2

mutations

This response by BCAC to CTAC’s records provides international funding and guideline context,
suggests corrected evidence framing and recommendations for locally advanced and metastatic
and PALB2 indications as well as inclusion of greater consideration and weighting of patient
quality of life benefits and health system resource use. We also correct statements made on the
regional and equity scope of a BRCA testing pilot.

CTAC records provided to BCAC on 15" May, 2026.
Submission prepared by Fay Sowerby, BCAC Secretary, 17" May 2026.

Executive summary

For germline BRCA1/2 HER2-negative metastatic breast cancer, Pharmac’s low priority
recommendation leaves New Zealand materially out of step with comparable jurisdictions and
with current international guidelines. Australia subsidises olaparib through the PBS;
England/Wales and Scotland recommend or accept olaparib for NHS use; the United States and
European Union have long-standing regulatory indications; ASCO and ESMO guidance support
PARP inhibitors; and New Zealand ABC-NZ3 consensus guidance describes PARP inhibitors as
preferred options in relevant gBRCA advanced breast cancer settings. [3-10,16,17]

For PALB2, the issue is not absence of evidence as stated in the CTAC minutes of November 20t
2025. The CTAC record itself reports a 75% objective response rate, 83.3% clinical benefit rate,
and median PFS of around 9.6 months in the germline PALB2 cohort of TBCRC 048. The
appropriate response to rare biomarker uncertainty is managed access and data collection, not a
categorical decline.

The full CTAC minutes also contain material that strengthens the case for clinical benefit that
should be carried through to recommendations for the indications sought. Early high-risk gBRCA
HER2-negative breast cancer was recommended with high priority; the Committee
acknowledged lower efficacy of currently funded treatments in BRCAm disease; and it noted that
oral olaparib has suitability advantages for rural patients and people far from infusion services.
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Additional benefits of this oral therapy: oral olaparib has a system-capacity value. It can reduce
patient travel and time in hospital, and where it substitutes for or defers IV chemotherapy it
preserves scarce infusion-chair, nursing, pharmacy and administration capacity at a time when
New Zealand is expanding cancer infusion services to meet rising demand and struggling to meet
that demand.

Requested outcomes

e Reconsider the low-priority recommendation for germline BRCA1/2 HER2-negative metastatic
breast cancer and align the priority with comparable jurisdictions, New Zealand and
international clinical guidance, high health need, and the Committee's own acknowledgement
of good PFS evidence and lower efficacy of currently funded treatments. [1,2,3-10,16,17]

e Reconsider the decline for germline PALB2 metastatic breast cancer. Reframe the evidence as
promising rare biomarker evidence with uncertainty, not as a lack of health benefit. Consider
managed access with prospective outcome collection. [1,2,11,12]

e Remove orjustify the proposed two-year cap in metastatic breast cancer. International
product information for metastatic breast cancer uses treatment until disease progression or
unacceptable toxicity. [6,7]

e Corrector clarify the description of the mainstreaming BRCA genetic testing pilot as limited to
major cancer centres, given information showing pilot regions including Northern | Te Tai
Tokerau, Midland | Te Manawa Taki, Central | Te Ikaroa and South Island | Te Waipounamu.
[1,2]. Locations were chosen to ensure inclusion of Maori participant.

e Re-score suitability, equity and cost offsets from oral olaparib, including patient and whanau
travel time, time away from work and family, infusion chair time,
nursing/pharmacy/administration workload, IV access/line care, consumables, waiting-room
pressure and rural access impacts.

e Ensure the high-priority recommendation for adjuvant olaparib in early high-risk germline
BRCA-mutated HER2-negative breast cancer is carried forward clearly and not lost in any
shorter public record or summary. [2]

1. International guideline and reimbursement context: New Zealand
is an outlier for germline BRCA1/2 metastatic breast cancer

The clearest divergence from international best practice and guidance is the low priority
recommendation for olaparib in germline BRCA1/2 HER2-negative locally advanced or metastatic
breast cancer. The international position is now mature. Olaparib is not a speculative therapy in
this population: itis licensed, guideline-supported, and reimbursed or recommended for public
access in multiple comparable health systems. [3-10,16,17]

Comparable jurisdictions and guidance

Jurisdiction/source Position Use in submission
Australia PBS access was expanded from January 2025 Strong comparator for New
for olaparib (Lynparza) to treat metastatic Zealand because it couples
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Jurisdiction/source

England/Wales

Scotland

United States

European Union/EMA

ASCO

ESMO

Position

breast cancer with confirmed BRCA1/2
mutation. The Australian Government also
announced reimbursement of germline BRCA
testing for metastatic breast cancer patients
needing the test to access PBS treatment. [3]

NICE TA1040 (12 February 2025) recommends
olaparib, within marketing authorisation, for
HER2-negative locally advanced or metastatic
breast cancer with germline BRCA1/2
mutations after anthracycline/taxane
treatment and endocrine therapy if HR-positive
unless unsuitable. [4]

The Scottish Medicines Consortium accepted
olaparib for NHS Scotland in February 2025 for
germline BRCA1/2-mutated HER2-negative
locally advanced or metastatic breast cancer
after relevant prior therapy. [5]

FDA labelling includes olaparib for adult
patients with deleterious or suspected
deleterious germline BRCA-mutated HER2-
negative metastatic breast cancer after
chemotherapy; for metastatic breast cancer
the label states treatment continues until
disease progression or unacceptable toxicity.
(6]

EMA product information includes olaparib
monotherapy for adults with germline BRCA1/2
mutations and HER2-negative locally
advanced or metastatic breast cancer after
anthracycline/taxane therapy unless
unsuitable; HR-positive patients should have
progressed after endocrine therapy or be
unsuitable. EMA product information also
recommends metastatic treatment until
progression or unacceptable toxicity. [7]
ASCO hereditary breast cancer guidance
states that for BRCA1/2 carriers with
metastatic HER2-negative breast cancer,
olaparib or talazoparib should be offered as an
alternative to chemotherapy in the first- to
third-line setting. [8]

ESMO guidance supports PARP inhibitor
therapy for HER2-negative metastatic breast
cancer with germline pathogenic or likely
pathogenic BRCA1/2 variants; ESMO living
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Use in submission

medicine funding with testing
access rather than treating
testing inequity as a reason to
delay treatment.

Shows that a single-payer-style
public health system has
assessed clinical and economic
evidence and recommended
olaparib.

Shows UK-wide convergence:
England/Wales and Scotland now
support public access.

Useful for indication and for
challenging the proposed two-
year metastatic cap.

Useful for regulatory alignment
and treatment-duration
challenge. National
reimbursement varies by EU
country, so this should be framed
as regulatory/guideline alignment
rather than universal EU funding.

Shows PARP inhibitor use is
guideline-level standard of care,
not investigational.

Supports clinical standard of
care and reinforces the need for a
biomarker-specific pathway.



Jurisdiction/source Position Use in submission
guidance also recognises PARP inhibitor
monotherapy as an option for somatic
BRCA1/2 tumours. [9]

New Zealand ABC-NZ3 New Zealand consensus guidance states that This is particularly important: the
for gBRCA advanced breast cancer, single- Pharmac recommendation is not
agent PARP inhibitor (olaparib or talazoparib)is only behind comparable
a preferred treatment option in relevant countries, but also behind local
settings because of PFS benefit, QoL New Zealand consensus

improvement and favourable toxicity profile. It ~ guidance and supporting
also states that olaparib is acceptable to offer  evidence.

for somatic BRCA1/2 or germline PALB2

disease, acknowledging limited data and the

unlikelihood of large trials. [10]

Ireland / similar territory The HSE reimbursement list identifies Although not olaparib this
reimbursed talazoparib for germline BRCA1/2-  supports the broader PARP-
mutated HER2-negative locally advanced or inhibitor access argument.

metastatic breast cancer. This is a same-class
PARP inhibitor rather than olaparib for mBC.
[16,17]

Submission point

The issue for germline BRCA1/2 metastatic breast cancer is no longer whether olaparib is an evidence-
based internationally accepted treatment. It is. The question for Pharmac is why New Zealand patients
should remain without funded access when comparable health systems have moved to fund or
recommend public access, and when New Zealand consensus guidance also supports PARP inhibitors in
this population. [3-10,16,17]

2. What the full CTAC minutes add, and what was not reflected in
recommendations

The full records materially strengthen the application because they contain several findings that
should have led to higher priority for metastatic germline BRCA disease and at least managed-
access consideration for PALB2. [2]

2.1 Early high-risk gBRCA disease was recommended with high
priority

The full CTAC record recommends olaparib for early high-risk germline BRCA-mutated HER2-
negative breast cancer with high priority. The record also notes significant and durable benefits
from OlympiA, including improvements in invasive disease-free survival, distant disease-free
survival and overall survival, no additional safety signals over time, and modest/tolerable adverse
effects. It further records that ESMO guidance places olaparib in preference to capecitabine in the
relevant early setting and that New Zealand Breast Cancer Special Interest Group feedback
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described adjuvant olaparib as treatment of choice for BRCA pathogenic variant TNBC rather than
capecitabine. [2] We support the high priority recommendation from CTAC.

2.2 The Committee's own records support higher priority than "low"
for metastatic germline BRCA1/2

e The Committee recognised high health need for germline BRCA-mutated HER2-negative
metastatic breast cancer. [2]

e [trecognised lower efficacy of currently funded treatments for people with BRCA mutations.
[2]

e [trecorded statistically significant progression-free survival benefit in OlympiAD: median PFS
7.0 months with olaparib vs 4.2 months with physician's-choice chemotherapy; HR 0.58;
P<0.001.[1,2]

e Itrecorded a first-line overall survival sighal: 22.6 vs 14.7 months; HR 0.55, while noting the
subgroup limitations. [1,2]

e [trecorded no significant increase in toxicity compared with treatment of physician's choice.
[1,2]

e Itrecognised oral treatment at home as a suitability benefit, especially for rural patients and
those far from infusion services. [1,2]

Those points do not support "low priority" when comparable jurisdictions have already funded or
recommended access. At a minimum, the record should explain why New Zealand is taking a
lower-priority position than Australia, England/Wales, Scotland, ASCO, ESMO and local ABC-NZ3
guidance. [1-10,16,17]

3. Challengeable or incorrect statements in the minutes

3.1 PALB2: "lack of evidence of health benefit" is not supported by the
record

We challenge the Committee’s PALB2 conclusion. CTAC recommended decline of olaparib for
PALB2 metastatic breast cancer on the basis of a "lack of evidence of health benefit". However,
the same record cites TBCRC 048 results for germline PALB2 metastatic breast cancer: 18
confirmed responses among 24 patients; objective response rate 75%; clinical benefit rate at 18
weeks 83.3%; median PFS 9.6 months; and median duration of response 7.1 months. The
subsequently published 2026 JCO/TBCRC expansion cohort similarly reports olaparib activity in
germline PALB2 and somatic BRCA metastatic breast cancer. [1,2,11,12]

A more accurate conclusion would be: "There is clinically meaningful phase Il evidence of
olaparib benefit in germline PALB2 metastatic breast cancer, but uncertainty remains because
PALB2 is rare and randomised phase lll evidence is unlikely to be provided." That wording
supports managed access, not a categorical decline. [11,12]

Proposed wording to Pharmac

We request that the statement "lack of evidence of health benefit" for PALB2 be corrected. The evidence
base is small because PALB2 is rare, but it is not absent. The Committee's own record reports a 75%
objective response rate, 83.3% clinical benefit rate and median PFS of approximately 9.6 months in
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germline PALB2 metastatic breast cancer. Declining access because phase lll evidence is unlikely creates
structural exclusion for rare biomarker-defined groups. [1,2,11,12]

3.2 Comparator framing: CDK4/6 inhibitors may be a weaker
comparatorin BRCAm disease than the record implies

The record acknowledges that HR-positive/HER2-negative BRCAm metastatic breast cancer has
poorer PFS and OS with first-line endocrine therapy and that similar poorer outcomes were
reported with first-line CDK4/6 inhibitor therapy. In the early breast cancer section, the full record
also notes clinical advice that CDK4/6 inhibitors are less effective than olaparib in BRCAm
disease and that olaparib would likely offer benefit over these treatments, although the
magnitude was not quantified. [1,2,13-15]

This should be carried through into the metastatic prioritisation. It is not enough to list palbociclib
or ribociclib as funded comparators without recognising that the target biomarker population may
respond less well to those comparators. Newer 2026 translational and real-world evidence
strengthens this concern, particularly for germline BRCA2/HRD tumours: Nature/MSK work links
germline BRCA2/HRD biology to RB1-loss-mediated CDK4/6 inhibitor resistance, and a French
cohort of first-line endocrine therapy plus CDK4/6 inhibition in HR-positive/HER2-negative
metastatic disease found worse outcomes for BRCA1/2/PALB2-mutated patients. [13-15]

Wording should reflect the evidence

While CDK4/6 inhibitors may have efficacy in BRCA2 or PALB2-associated HR-positive disease, they
should not be assumed to be fully adequate substitutes for PARP inhibition in a biomarker-defined
population where both CTAC and emerging evidence indicate reduced efficacy. [1,2,13-15]

3.3 New orimminent 2026 evidence and meeting updates

Since CTAC's November 2025 meeting record, three important 2026 evidence streams should be
added to the assessment. First, TBCRC 048 expansion cohorts have now been published in the
Journal of Clinical Oncology, rather than being only a 2024 abstract, and the published report
confirms olaparib activity in germline PALB2 metastatic breast cancer (ORR 75%, CBR 83.3%,
median PFS 9.4 months) and somatic BRCA metastatic breast cancer. [11,12]

Second, 2026 Nature and The Breast evidence strengthens CTAC's own observation that CDK4/6
inhibitors may be less effective in BRCA/PALB2-associated HR-positive/HER2-negative
metastatic breast cancer. This supports a biomarker-specific treatment pathway and weakens
any argument that currently funded CDK4/6 inhibitors are adequate substitutes for PARP
inhibition in this population. [13-15]

Third, a May 2026 ESMO Open tumor-agnostic article specifically concerns olaparib in advanced
cancers with somatic or germline mutations in BAP1, BARD1, BRIP1 and PALB2. This should be
used cautiously as it is not breast-cancer-specific proof, but it is relevant background evidence
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for PARP sensitivity in PALB2/HRR-altered cancers and should be reviewed before Pharmac
reaches a decline conclusion. [18]

ESMO Breast Cancer 2026 was held in Berlin from 6-8 May 2026. ASCO 2026 is imminent, with the
majority of regular abstracts released on 21 May 2026 and late-breaking abstracts released on the
day of presentation. PTAC and Pharmac should keep the assessment open for a post-21 May
evidence check, especially for homologous recombination deficiency, PARP inhibitor sequencing,
CDKa4/6 resistance, PALB2 and germline/somatic BRCA. [19,20]

3.4 Mainstreaming pilot: "major cancer centres" needs correction or
clarification

The record states that the current pilot programme for BRCA and PALB2 testing is limited to major
cancer centres and later states that testing was likely only accessible to individuals near major
cancer centres. The same record also states that enrolment required individuals to be domiciled
to the pilot regions. Additional MS Breast Pilot 2025 information identifies pilot regions as
Northern | Te Tai Tokerau, Midland | Te Manawa Taki, Central | Te Ikaroa and South Island | Te
Waipounamu. The inclusion of Northern | Te Tai Tokerau/Northland is particularly relevant
because it weakens a simple "main centre only" characterisation. [1,2] Locations for the pilot
were selected to ensure inclusion of Maori participants.

The appropriate challenge is not to claim the pilot solved access inequity. Itis to require
precision. Pharmac should clarify whether "limited to major cancer centres" refers to testing
laboratories, genetics hubs, specialist oversight, referral pathways, or actual patient domicile and
access. If rural and regional patients still faced barriers despite region-based eligibility, that
supports national testing implementation rather than lower priority for the medicine. [1,2],
Appendix 1.

3.5 Proposed two-year cap in metastatic disease is inconsistent with
international product information

The proposed metastatic Special Authority restricts total treatment to two years. That does not
align with the FDA label or EMA product information for germline BRCA-mutated HER2-negative
metastatic breast cancer, both of which describe treatment until disease progression or
unacceptable toxicity. A two-year cap may be a funding or budget choice, but if so it should be
stated transparently and not presented as a clinical evidence-based criterion. [1,2,6,7] The
Committee should not recommend imposition of such limits as a means of rationing medicines.

Question for Pharmac

Please provide the clinical evidence supporting a two-year maximum treatment duration in metastatic
breast cancer. If the two-year limit is a fiscal orimplementation constraint rather than an evidence-based
clinical rule, please state this transparently and assess the health loss for patients who remain
progression-free and tolerating treatment beyond two years. [6,7]
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3.6 Quality of life, treatment burden and cancer-unit resource use are
undervalued

The CTAC record states that there was no quality-of-life benefit from olaparib that was
independent of PFS. That framing is too narrow and should not be carried into the final
assessment. Patients do not experience progression-free time, symptom control, reduced
toxicity, avoidance of infusion visits and time at home as separate accounting categories. In
metastatic breast cancer, time before progression that is spent with better functioning. Reduced
treatment burden provides clinically and socially meaningful patient and whanau benefit.

The OlympiAD patient-reported outcome data directly support this point. Global health
status/quality of life significantly favoured olaparib over physician-choice chemotherapy:
adjusted mean change from baseline was +3.9 with olaparib versus -3.6 with chemotherapy, a
between-arm difference of 7.5 points (95% CI 2.48 to 12.44; P=0.0035). Clinically significant
improvement in global health status/QoL occurred in 33.7% of olaparib-treated patients versus
13.4% of comparator patients, and time to deterioration was statistically significantly longer with
olaparib, with median not reached versus 15.3 months for chemotherapy (HR 0.44; 95% CI 0.25 to
0.77; P=0.0043). These results are also reflected in the New Zealand Medsafe data sheet. [21,22]

The Committee itself recognised a suitability benefit that should be given greater weight: olaparib
is an oral treatment taken at home and would reduce time spent travelling to infusion services
and receiving treatment compared with chemotherapeutic agents, especially for people in rural
areas or located further from infusion services. The full record also recognises, in the early breast
cancer discussion, that oral olaparib makes access easier compared with intravenous infusions
and may be easier for groups experiencing health inequities. [1,2]

This is not a marginal issue. It is a patient, whanau and health-system capacity issue. Oral
olaparib can reduce or defer the need for infusion appointments, IV access, cannulation or line
care, infusion consumables, pharmacy compounding, chair occupancy, nursing time,
booking/administration workload, waiting-room pressure and transport support. For patients, it
can reduce travel days, parking/transport costs, time away from work or caregiving, reliance on
whanau for transport, and the physical and emotional burden of repeated hospital attendance.

The resource argument should be quantified in Pharmac's economic and implementation
assessment. New Zealand is actively expanding infusion capacity: the Government has stated
that approximately 13,000 additional cancer infusions are expected in 2025/26, a 12% increase
on previous volumes, and that 14 new infusion centres and 14 expanded sites are being delivered
to add 218 chair-days of treatment space each week, alongside recruitment of specialist nurses,
pharmacists and other staff. In that environment, an effective oral targeted therapy that reduces
avoidable infusion-unit use should be valued as a capacity-preserving intervention, not treated
merely as a convenience. [26]

International evidence supports the importance of this burden. A metastatic breast cancer time-
cost study found that patients spent substantial time travelling to, waiting for and receiving
cancer care; infusion/injection treatments were associated with more ambulatory care time than
oral therapy, and total health-care-related time in the initial three months of treatment
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represented approximately 7-10% of days depending on treatment. [24] Separately, ambulatory
chemotherapy delivery studies describe chemotherapy preparation and delivery as a complex
process involving multiple teams, safety checks, compounding and administration; long waiting
times are common and threaten treatment-centre capacity. [25]

Patient preference evidence also supports the value of oral treatment when efficacy and toxicity
are acceptable. A review of patient preferences found that most comparative studies reported
preference for oral over IV administration, with common reasons including convenience, ability to
receive treatment at home, treatment schedule and side effects. Patients are generally not willing
to trade away efficacy for convenience, but olaparib is not being advanced on convenience alone:
it has demonstrated PFS benefit, patient-reported QoL benefit and a favourable suitability profile
compared with chemotherapy. [21-23]

This point should be applied carefully by comparator. Where the immediate alternative is oral
capecitabine, infusion-chair savings may be smaller, although QoL, PFS, toxicity and patient-time
benefits may still remain. Where the alternative is IV chemotherapy, or where effective oral
olaparib delays transition to later IV chemotherapy, the infusion-unit and travel-time savings are
substantial. The current PICO lists chemotherapy as a broad comparator but does not appear to
quantify these modality-specific differences in patient time, chair time, nursing/pharmacy
workload or rural travel burden. [1,2]

3.7 Somatic BRCA: the 50% benefit reduction should not be based
primarily on ovarian extrapolation

The record proposes reducing health benefits by about 50% for somatic BRCA breast cancers
based on ovarian cancer evidence. That approach is challengeable because the record also cites
breast-cancer-specific evidence from TBCRC 048 and real-world PARP inhibitor data in which
outcomes for germline and somatic mutation groups were numerically similar. If Pharmac is
considering somatic BRCA in the PICO, a breast-cancer-specific assessment or managed-access
framework would be preferable to a broad ovarian-derived discount. [1,2,11,12]

3.8 The record should reconcile contradictory statements about
BRCA prognosis and funded-treatment efficacy

The record says the effect of BRCAm carrier status on prognosis and outcomes is unclear and that
more studies are required. However, it also records poorer PFS and OS with first-line endocrine
therapy, similar findings with first-line CDK4/6 inhibitors, and reduced efficacy from currently
funded therapies. The final report should reconcile these statements so that the acknowledged
poorer outcomes with current funded treatment are not diluted or lost. [1,2,13-15]

4. Suggested submission wording

4.1 Divergence from international guidance and practice

New Zealand is now an outlier for germline BRCA1/2 HER2-negative metastatic breast cancer.
Australia expanded PBS access to olaparib for metastatic breast cancer with confirmed BRCA1/2
mutation from January 2025 and coupled this with reimbursed germline BRCA testing for
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metastatic breast cancer patients requiring testing. NICE recommends olaparib for HER2-
negative locally advanced or metastatic breast cancer with germline BRCA1/2 mutations after
relevant chemotherapy and endocrine therapy where applicable; Scotland has accepted olaparib
for NHS use; the FDA and EMA indications include this metastatic population; and ASCO and
ESMO guidance support PARP inhibitor therapy. New Zealand consensus guidance also identifies
PARP inhibitors as preferred treatment options in relevant gBRCA advanced breast cancer
settings. Pharmac should explain why New Zealand patients should remain without funded
access when comparable health systems have moved to provide or recommend access. [3-
10,16,17]

4.2 PALB2 recommendation

The PALB2 recommendation should be reconsidered. The Committee's stated reason for decline -
lack of evidence of health benefit - is not consistent with the data recorded in the same minutes.
TBCRC 048 reports a 75% objective response rate, 83.3% clinical benefit rate and median PFS
around 9.6 months in germline PALB2 metastatic breast cancer. The limitation is not absence of
benefit; it is uncertainty arising from small numbers in a rare biomarker-defined population.
Requiring phase lll randomised evidence where the Committee itself considers such evidence
unlikely creates a structural barrier to access. Managed access with prospective data collection
would be a more proportionate response. [1,2,11,12]

4.3 Equity of access to testing

Testing inequity should be treated as an implementation problem to solve, not a reason to
deprioritise a targeted therapy. The MS Breast Pilot information identifies region-based pilot
areas, including Northern | Te Tai Tokerau, Midland | Te Manawa Taki, Central | Te Ikaroa and
South Island | Te Waipounamu. Pharmac should clarify whether its statement that the pilot was
limited to major cancer centres refers to testing sites, genetics laboratories, specialist oversight
or actual patient access. Funding olaparib should be accompanied by national mainstreamed
BRCA1/2 and PALB2 testing, clear turnaround standards, VUS reclassification processes, and
equity monitoring by ethnicity and rurality. [1,2], Appendix 1.

4.4 Quality of life and health-system capacity

The assessment should give greater weight to oral olaparib's patient-centred and health-system
benefits. OlympiAD patient-reported outcome data show a statistically significant global health
status/Qol benefit for olaparib compared with physician-choice chemotherapy, including a
higher rate of clinically significant QoL improvement and delayed deterioration. The Committee
also recognised that olaparib can be taken at home and reduces travel and treatment time
compared with chemotherapeutic agents, particularly for rural patients. These are not minor
convenience factors; they are suitability, equity and resource-use benefits. In the current New
Zealand context, where infusion services are being expanded to meet rising demand and
additional specialist workforce is being recruited, every appropriate patient treated with an
effective oral targeted therapy rather than IV chemotherapy reduces pressure on cancer units and
preserves scarce chair, nursing, pharmacy and administration capacity. [1,2,21-26]
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5. Information requests for Pharmac

1. Include in the economic and implementation assessment a specific oral-versus-IV treatment-
delivery analysis, including infusion chair time, nursing time, pharmacy
compounding/checking time, line access and consumables, observation time,
booking/administration workload, patient travel time, whanau/caregiver time, missed work or
caregiving time, parking/transport costs, rurality and transport-support costs.

2. Foreach comparator pathway, distinguish oral chemotherapy comparators from IV
chemotherapy comparators, and estimate the extent to which olaparib would avoid, reduce or
defer infusion-unit demand.

3. Provide the pilot-region breakdown of referrals, completed tests, turnaround time,
pathogenic/likely pathogenic BRCA1, BRCA2 and PALB2 findings, VUS rates, ethnicity, rurality,
and early vs metastatic status.

4. Clarify whether "major cancer centre" refers to laboratory location, specialist oversight,
referral route, or patient domicile/access.

5. Explain how international public funding/reimbursement decisions in Australia,
England/Wales and Scotland, and FDA/EMA/ASCO/ESMO guidance, were considered in
assigning only low priority to metastatic germline BRCA disease. [3-10,16,17]

6. Provide the clinical basis for the proposed two-year cap for metastatic disease, given FDA and
EMA product information supports treatment until progression or unacceptable toxicity. [6,7]

7. Explain why PALB2 was described as lacking evidence of health benefit despite the
Committee's own citation of high response and clinical benefit rates in TBCRC 048.[1,2,11,12]

8. Ifuncertainty remains for PALB2 or somatic BRCA, assess a managed-access pathway with
prospective real-world data collection rather than a decline.

6. Proposed managed-access criteria for PALB2

A managed-access approach could address Pharmac's uncertainty while avoiding permanent
exclusion of a rare biomarker group.

e HER2-negative locally advanced or metastatic breast cancer with pathogenic or likely
pathogenic germline PALB2 mutation confirmed by an accredited laboratory. [11,12]

e Prior chemotherapy in the neoadjuvant, adjuvant or metastatic setting, unless clinically
unsuitable; HR-positive disease to have received endocrine therapy unless inappropriate.

e Olaparib 300 mg twice daily, continued until disease progression or unacceptable toxicity.
[6,7,12]

e Renewal based on no radiological/clinical progression and acceptable toxicity.

e Mandatory prospective data collection: response, PFS, duration of response, discontinuation
reason, adverse events, treatment line, ethnicity, rurality, test turnaround time and
VUS/reclassification data.

e Review after a defined period or patient number, recognising that phase Il randomised
evidence is unlikely for germline PALB2 metastatic breast cancer. [1,2,11,12]
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Appendix 1: MS Breast Pilot 2025 screenshot

The Main Streaming Breast Pilot 2025 region information is taken from a screen shot of an overview slide
presented by Emma Felix Genetic Health Services NZ to a Familial Breast and Ovarian Cancer Group
meeting in early 2026. The screenshot shows the pilot regions as Northern | Te Tai Tokerau, Midland | Te
Manawa Taki, Central | Te Ikaroa and South Island | Te Waipounamu.
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