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BRIEFING

Purchase of COVID-19 vaccines from Janssen Pharmaceutica NV

(Date: l 13 November 2020 ‘ Priority: Urgent l.
| Security Sensitive Tracking 2021-1195 1
1 classification: | number: l |
Purpose

To seek approval to terms that will form the basis ‘of.an advance purchase agreement with Janssen
Pharmaceutica NV (Janssen) to purchase five million courses of a potential vaccine against
COVID-19. The vaccines are expected to:be delivered in the third quarter of 2021 and in 2022
(subject to successful development and regulatory approval).

Executive summary

Background

Our ability to recover from.the COVID-19 pandemic and relax other public health controls relies on
the availability of safe and effective COVID-19 vaccines. The global demand for. COVID-19
vaccines continues-to'be high, and there is heavily constrained capacity.to manufacture vaccines.

In response to these challenges the Government:

o approved the Vaccine Strategy [CAB-20-MIN-0229:01] with the objective of ensuring
access to a safe and effective vaccine

o established a tagged contingency of up(to $600 million [CAB-20-MIN-382] for purposes
including advance purchase arrangements of potential COVID-19 vaccines and delegated

purchase decisions to the Prime Minister; the Minister of Finance, the Minister of Research,
Science and Innovation and the Minister of Health (Joint Ministers)

e through Joint Ministers, agreed.a decision-making framework to assess vaccine candidates
to guide acquisition'choices (briefing MBIE 2021-0662 refers).

The purchasing strateg§\aims to pre-purchase a portfolio of potential vaccines through advance
purchase agreements (APAs) at a stage where the candidates still carry a risk of failure. We have
early information about their performance, information about manufacturing processes and plans,
and other countries” decisions to enter into APAs.

Money spent on APAs may be lost if the development is unsuccessful, if the candidate is found to
be wnsuitable for deployment as part of the Government's preferred immunisation strategy, or if the
supply is in excess of what is required under that strategy and cannot be on-sold. In the current
global context, this is the cost of attempting to secure supply of vaccines that are still being
developed.

By the end of the year we will recommend the purchase of four vaccines to create a ‘core portfolio’

Of the vaccine candidates under development globally, the Vaccine Taskforce has prioritised
concluding negotiations with four suppliers by the end of the year: Pfizer, AstraZeneca, Janssen
and Novavax. Securing these APAs will give us a promising ‘core portfolio’ that is expected to
meet the objectives of the Vaccine Strategy. Joint Ministers have already agreed to purchase
750,000 courses of Pfizer Inc.’s COVID-19 vaccine candidate (briefing MBIE 2021-0996 refers).
Janssen’s offer is an opportunity to purchase a potentially single-dose vaccine in sufficient
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numbers to provide broad Population cover. We hope to conclude negotiations with AstraZeneca
and Novavax within the next fortnight.

The offers are time-limited, and it is imperative that heads of terms and subsequent APAs are
concluded promptly in order to secure the vaccines for New Zealand from global allocations.

One or two additional high-volume purchases may be necessary to give the portfolio sufficient
diversity to provide a high degree of confidence that it will achieve the Vaccine Strategy’s
objectives.

Overall, this vaccine appears to meet the purchase framework criteria

The purchase framework considers vaccine performance; availability and access, and contribution
to portfolio balance and strategic fit. We have takén advice from Bell Gully, and an independent
science advisory panel, during the negotiation. RHARMAC has also been involved. The negotiated
offer is in the form of a non-binding term sheet'and is attached in Annex One.

We recommend agreeing to the Janssen offer because:

* Janssen, in conjunction with its parent company Johnson & Johnson, has a proven track
record in developing,\manufacturing and delivering a product that meets New Zealand's
quality standards.

* subject tocclinical trials, it is the only potential single-dose vaccine-in"our target group, and
could provide broad population cover within the timeframes required tQ>impIement the
immunisation programme planned for 2021 and 2022.

e ‘other countries applying similar purchasing frameworks to us have APAs with Janssen, and
our'own purchase framework analysis supports the decision to purchase the candidate.

¢ it will increase the technology diversity of our portfolio, and is likely to be among the group
of earliest available vaccines for regulatory review and use in New Zealand.

* it may be relatively easy to deliver, despite some logistical challenges. This could be of
particular value for delivery in the Pacific.

At around :'__B__'(-.Z)_(ba)(i)_,'_s'(z')(ba)_(iil T e s ST - Werecommend
drawing-down P@E0S@EN ¢y i e “Minimising the health impacts of COVID-19 — Tagged
Operating Contingency”-to fund the purchase of the vaccines and address foreign exch_ange risk.

B(2)(ba)(i), 9(2)(ba(ii

Regulatory approval

Safety and effectiveness are necessary conditions that will need to be satisfied before COVID-19
vaccines are available to be deployed. We understand from Medsafe that Janssen have provided
pre-submission information and that Janssen is aware of the need to engage with the
Environmental Protection Authority.

Next steps

Subject to your agreement to the recommendations in this briefing the Director-General of Health,
on behalf of the New Zealand Government, will sign the non-binding term sheet attached at Annex
One. The term sheet contains the key terms for the APA and confirms both parties’ intention to
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Subject to your agreement to agree to purchase terms with Janssen, we will work with them and
with Ministers’ offices to plan communications and publicity opportunities, including an
announcement in support of the agreement.

Recommended action

The Ministry of Business, innovation and Employment, and the Ministry of Health recommend that
you:

a) Note, an unprecedented global health crisis continues and the New Zealand population
remains almost totally susceptible to COVID-19.due to our successful elimination
strategy.

Noted

b) Note, the global demand for COVIP-19 vaccines continues to be high, and capacity. to
manufacture successful vaccine candidates is heavily constrained worldwide, and this
situation is likely to-continue for some time. Comparator countries are pre-purchasing
multiple COVID-19 vaccine candidates to mitigate the risk of development failure.

Noted

c)_Note, in May Cabinet approved the COVID-19 Vaccine Strategy [CAB-20-MIN-0229.01]
with'the objective of ensuring access to a safe and effective vaccine to implement the
Government’s preferred immunisation strategy at t{ie earliest possible time.
Noted

d) Note, in August Cabinet established a tagged contingency of up to $600 million [CAB-20-
MIN—382] for purposes including the advance purchase arrangements of potential
COVID-19 vaccines, Cabinet also delegated purchase decisions to Joint Ministers.

Noted

e) Note, in September Joint Ministers agreed a decision-making framework to assess
vaccine candidates to guide-acquisition choices (briefing MBIE 2021 — 0662 refers).
Noted

f) Note, we have.been assessing vaccine candidates prioritised by the Vaccine Taskforce
against the purchase framework.
Noted

g)- Note, you have agreed to accept an offer from Pfizer for the purchase of 750,000
courses of an mRNA vaccine candidate for delivery early next year (briefing MBIE 2021-
0996 refers).
Noted

h) Note, there is an opportunity to purchase two million courses of Janssen Pharmaceutica
NV's vaccine candidate for delivery in the third quarter of 2021, with an option to
purchase three million courses for delivery in 2022.

Noted

i) Note, the negotiations for this purchase opportunity have been carried out with advice
from legal and science experts. We have achieved a number of important concessions
such as increasing the number of vaccine courses to provide wide population cover for
New Zealand, and the ability to resell or pass-on vaccines to Realm and other Polynesian
countries.

Noted
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) Agree, to terms that will form the basis of an advance purchase agreement to purchase
two million courses and an option to purchase an additional three million courses of
Janssen Pharmaceutica NV's COVID-19 vaccine candidate (the terms are attached in

Annex One), P(2)Ba)0. 9i2)ba)(i):

Agree / Disagree

k) Agree, if you agree to the recommendation in j), the Director-General of Health sign the
term sheet on behalf of the New Zealand Government to give effect to that decision.

Agree / Disagree
l) Agree, if you agree to the recommendation.in j), to draw down PP ¢ e

‘Minimising the health impacts of COVID-19 — Tagged Operating Contingency’ to
purchase the Janssen vaccine candidate.

Agree / Disagree

m) Approve, if you agree to the recommendation in 1), the following changes to
appropriations to'provide for the decision in recommendation [) above, with a
corresponding.impact on the operating balance and net core Crown debt:

| $m - increase/(decrease) N\
i 2020/21|2021/22 |2022/23[2023/24 2024/25 &
Vote Health Outyears
Minister of Health
Non-Departmental
Output Expenses:
Minimising the Health SN L M~
Impacts of COVID-19 2(2){ba)(i), 9(2){ba)(ii) - - -
Total Operating ! " - - -

Approve/ Not approve

n). Agree, that the changes to appropriations for 2020/21 above be included in the 2020/21
Supplementary Estimates and that, in the interim, the increase be met from Imprest
Supply.

Agree / Disagree

o) Note, we will seek your approval for the conclusion of a definitive agreement with
Janssen. That approval will be subject to the Minister of Finance’s agreement to grant an
indemnity to Janssen.

Noted

p) Note, that Treasury officials will seek agreement of the Minister of Finance to the terms of
an indemnity for Janssen at the time we seek our approval for the conclusion of a
definitive agreement.

Noted
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q) Note, other negotiations for the advance purchase of COVID-19 vaccines are underway,
and two are expected to be concluded in the next fortnight.

Noted

r) The Prime Minister forward a copy of this briefing to the Minister for COVID-19
Response and to the Minister of Foreign Affairs.

Rt Hon Jacinda Ardern Hon Grant Robertson

Prime Minister Minister of Finance
N 2 Z [oooidon.

Hon. Dr Megan Woods Hon Andrew Little

Minister of Research, Science, Innovation Minister. of Health

vded e e AN

Maree Roberts Dr Peter Crabtree
Deputy Director-General, Ministry of Health GM, Science, Innovation, International,
Ministry-of Health MEIE
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Background

Global demand for vaccines remains high

1.

An unprecedented heaith crisis continues worldwide, and New Zealand’s population remains
entirely susceptible to COVID-19 due to our successful elimination strategy.

Our ability to recover from the COVID-19 pandemic and relax other public health controls
relies on the availability of safe and effective COVID-19 vaccines. The global demand for
COVID-19 vaccines continues to be high, and capacity to'manufacture successful vaccine
candidates is heavily constrained worldwide. This is expected to be the case for some time.

Ministers have previously agreed to a COVID-19 vaccine purchasing strategy and a framework to
guide purchase decisions

3.

In May, Cabinet agreed a purchasing strategy to support acquisition of COVID-19 vaccines
[CAB 20-MIN-0382]. A portfolio approachis intended to manage the risk of failed vaccine
development and provide a range.of effective vaccines to choose from for early deployment
as part of New Zealand’s immunisation-strategy. This improves the chances of acquiring one
or more vaccines that are safe and sufficiently effective for use in New Zealand. The
construction of the portfolio therefore requires the selection of vaccine candidates that
ensure diversity across technology platforms, suppliers, and timeframes, that address
equitable popu‘lqﬁgn coverage, and include vaccines suitable for use in the Realm of New
Zealand and othef Polynesian countries.

In August;. Cabinet established a tagged contingency of up to $600 million [CAB-20-MIN-382]
in-orderto finance advance purchase agreements (APAs) of potential COVID-19 vaccines
and-to meet additional early costs for Government's imnwnisation programme. Cabinet
delegated purchase decisions to the Prime Minister; the Minister of Finance, the Minister of
Research, Science and Innovation and the Minister.of Health (Joint Ministers).

Joint Ministers have agreed a decision-making framework to assess vaccine candidates to
guide acquisition choices (briefing ME)E 2021 - 0662 refers). The application of the
framework criteria is intended to ens re?tha‘t/APAs align with New Zealand's overall
objectives for responding to COVID-197and recognise that our decisions on advance

purchasing will be made on the Basis of early-stage information.

Once concluded, APAs will commit New Zealand to the purchase of vaccines, conditional on
successful clinical trials.of the vaccine candidate and regulatory approval in New Zealand.
Decisions to be t\aken later, including whether to use these vaccines in New Zealand, or
whether to-pass on-any vaccines to the Pacific, will depend on their suitability for
deployment, either-as part of New Zealand’s immunisation strategy, or in the Pacific.

Discussion with international counterparts and media announcements indicate a number of
like-minded countries have reserved large quantities of a number of vaccine candidates
through APAs in order to mitigate the risk that vaccine candidates could fail.

By the end of the year we will recommend the purchase of four vaccines
to create a ‘core portfolio’

8.

From the vaccine candidates globally under development we have progressed negotiations
with eight targeted vaccine suppliers. The COVID-19 Vaccine Strategy Taskforce have
prioritised concluding negotiations with four of those suppliers by the end of the year: Pfizer,
AstraZeneca, Janssen and Novavax. Together these APAs will give us a promising ‘core
portfolio’ in line with what other advanced economies have purchased.

Each candidate would contribute to the portfolio in a complementary way ~ the point of
difference for the Janssen candidate is that it is potentially a single-dose vaccine and is
therefore more straightforward to deliver than two-dose candidates. Available information
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about these candidates is broadly promising and we do not have any major concerns from
early clinical trial information. The table in Annex Two summarises the population coverage
being sought, price and delivery times being negotiated for the four highest priority target
vaccine candidates.

10. In prioritising and advancing these four negotiations we have relied on commercial, legal and
expert scientific advice. We have assessed these offers against the'vaccine purchase
framework (see discussion from paragraph 24), and our negotiation priorities. We also
received advice and endorsement from portfolio managers on the overall approach to the
construction of our vaccine portfolio.

11. Last month Joint Ministers agreed to purchase 750,000 courses of vaccines from Pfizer Inc.
(briefing MBIE 2021-0996 refers). Janssen’s-offer iscoutlined below. Negotiations are at an
advanced stage with AstraZeneca and Novavax and-we hope to advise you on terms for
purchases within the next fortnight.

12. The offers are time-limited, and it is imperative that heads of terms and subsequent APAs
are concluded promptly because New Zealand's vaccine allocations are held temporarily
from global allocations. We will therefore advise you on purchase decisions as each
negotiation concludes. There.is limited control over the sequence of purchases.

13.  We have confidence that the probable portfolio would deliver sufficient yolumes to New
Zealand within our required timeframes. However, at this stage there is(uncertainty about
how safe, efficacious, and widely useable the portfolio’s candidateSwill be (especially for at
risk groups)..One or two additional high-volume purchases may-therefore be necessary to
give thefportfc')ﬁo sufficient diversity. This would give a high ‘degree of confidence that the
immunisation programme has sufficient options available to ensure it will achieve the
Vaccine Strategy’s objectives.

The purchase from Janssen could provide sufficient COVID-19 vaccines
for broad population cover

14. Janssen has offered New Zealand. two-million courses of its vaccine candidate (known as
Ad26.COV2.8) for delivery in the-third quarter of 2021 and an option to purchase a further
three million courses for delivery.in-2022. The candidate is an inactivated viral vector
vaccine.! It will cost 8(2)(baj(i), 8(2)(Ba)til). ' : Sy

TE If successfully developed and delivered this vaccine purchase %)(2;%??5(0;.9(21)
; : payy

!

15. Depending on clinical trial results, the supplier expects the vaccine to consist of a single dose
administered by injection, though they will investigate a two-dose regimen for ongoing
immunity following the pandemic period. This is a significant advantage, and point of
difference of this vaccine.

16. Non-replicating viral vector vaccines are a relatively new technology. The human adenovirus
vector used in this particular viral vector vaccine (branded by Janssen as “Advac”) has been
used in the development of vaccines for emergency use (e.g. against HIV, Zika, and Ebola)

1 The candidate is a non-replicating viral vaccine, which works by carrying DNA into human cells that then
produce vaccine antigen. The antigen provokes an immune response to the disease.

2 B(2)(ba)(i), O2)(ba)(i)

s e L R 0 There is a foreign exchange risk and the
Treasury have recommended including headroom E@)@l@}'-"?%ﬁ@“{?Ito address that risk. Therefore the
amount required to be set aside for the purchase 2(@)Ba)(i), 9(2)(ba)i)
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17.

18.

19.

20.

21,

22.

without safety signals being detected. However, there are no licensed vaccines using this
platform.

Similarly to other vaccine candidate targets, negotiations with Janssen have been prioritised
because there is high confidence in the ability of the supplier to develop, manufacture and
deliver a COVID-19 vaccine to required quality standards.

While there are inherent risks to the delivery time of all vaccine candidates, this vaccine has
the potential to be one of the small group that are likely to be available-within the timeframe
needed to implement an immunisation programme in New'Zealand*dver 2021 and 2022.

The Ministry of Health is developing an approach'to COVID-19 immunisation, which will
determine how the vaccine will be used to support the_ Government’s overall COVID-19
elimination strategy and equity considerations:

The offer from Janssen is made in the form of a non-binding term sheet. This appears to be
Janssen’s global approach. It contains the general terms of the arrangement and confirms
both parties’ intention to negotiate the- APA within four weeks of signing the term sheet. The
APA is likely to contain other terms'consistent with the proposed terms and typicaily found in
pharmaceutical supply-and funding agreements, including terms in past agreements used by
PHARMAC.

Upon conclusion of the APA the following payments will be due:

o - B(2)(ba)(i); 9(2)(baii)

. S0 SR)ERG

The non-binding term sheet must be executed before negotiations can commence on the
APA,

We recommend purchasing the Janssen candidate

23.

We believe there is itrong rationale to sign the term sheet because:

o Subject to successful clinical trials, this vaccine is likely to be the only single-dose
vaccine available in the timeframe suitable for the immunisation programme. A single
dose regimen is significantly more straightforward to administer than a two-dose
regimen.and avoids the risk of people failing to present for their second dose. It is
being offered in quantities sufficient for wide population use.

J Janssen, along with its parent company Johnson & Johnson, have a very strong track
record in producing safe and efficacious pharmaceutical products for use globally and
in New Zealand. This gives us confidence in their ability to develop, manufacture and
deliver a vaccine to prescribed standards.

o We have negotiated terms that we believe are satisfactory, and are in line with global
trends for COVID-19 vaccine advance purchase arrangements.

. It is one of the most purchased vaccine candidates. Together, the USA, the UK,
Canada and the EU have advance purchase arrangements with Janssen for around
570 million courses of this vaccine candidate.? Those countries have used similar

3 The USA has purchased 100 million courses, the UK has purchased 30 million courses, Canada has
purchased 30 million courses, and the EU has purchased 400 million courses.
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frameworks to ours, using their experts to interrogate the early science results, trial
designs and manufacturing programmes.

o The Janssen candidate will increase the technology diversity of our portfolio, which
does not yet contain a viral vector vaccine. The other two candidates are a viral vector
vaccine and a protein sub-unit vaccine.*

) Being a potentially single-dose regimen this vaccine candidate could be better suited
for use in the Pacific or for harder-to-reach populations than.other candidates.

) The major disadvantage of this vaccine is that its shelf-life"is currently measured to be
three months. This may extend once furthertesting has been completed.

Overall, this vaccine appears to meet the purchase framework criteria

24.

25.

The vaccine purchase framework is outlined’in Annex Three. It considers expected vaccine
performance, expected availability. and-access, and contribution to portfolio balance and
strategic approach. Vaccine performance considers criteria such as safety profile,
effectiveness and ease-of distribution across the population as a whole and to_particular,
population groups: Availability and access considers factors such as confidence-in
production, contractual terms and geopolitical dynamics and international risks:.In advance of
full vaccine development and regulatory approval and in the absence of final data, the
framework Uses proxies to help inform choices.

We took a-multi-agency approach in negotiations to strengthen the level of interrogation. We
have taken advice from Bell Gully, as well as from an independentscientific and clinical
review panel, to help inform our analysis of the offer-and information about the vaccine
candidate, the developer and the supplier. Overall, we.consider that the criteria in the
framework have been met to a satisfactory level. That analysis is discussed below, with
further detail attached as Annex Four.

Application of vaccine purchase framework criteria

Level of
Criteria Importance  Assessment of criteria satisfaction of
criteria
Performance | Safety profile and Critical As confident as we can e
effectiveness be from early information
Ease of High Some logistical
distribution complexities, but AT
generally in line with
norms
APAs with other High Large number of APAs alr e
countries concluded
Accessibility Production Critical Confidence in planned A
production
Contracting High Satisfactory contractual 2
terms negotiated
International risk High International risk is low- vV
medium
Comparable price High Iinternational price BV
offered to others achieved

4 Protein-based subunit vaccines present an antigen to the immune system using an isolated protein of the
pathogen.

10
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Portfolio Portfolio fit Critical Good fit with portfolio

v vV
strategy

Key: v v v high satisfaction of criteria; v v moderate satisfaction of criteria; v satisfaction of criteria; + criteria not met.

* From limited early data. It will be essential to see more data from human trials for this candidate before drawing
conclusions about its safety, immunogenicity and efficacy.

The candidates shows some promise in terms of performance, bu: only.early stage data is
available now

26. Asis normal at this stage in the clinical trials, limited information is available about the
vaccine candidate’s performance. Commentary. from the science review panel provided on
18 October 2020 is attached as Annex Five! We will'continue to monitor new information
about safety and efficacy as clinical trial-‘data becomes available. Specifically, in relation to
two criteria which contribute to vaccine performance this candidate shows some promise:

e Safety — Previous vaccines:based on this platform show low to no risk of disease
enhancement. They\have also been well tolerated over a large demographic range
(elderly, HIV+, pregnant, children over 4 months). There are not likely tocbe parti(zular
issues with-trial-design-in terms of safety (other than relatively short follow L}p periods
observed in-all COVID-19 vaccine trials to date).

e Human trial}&ure still in early stages, so few safety data are-available/ It will be
essential to see full phase I/Il data before reaching any cchIusions about safety, but
interim-analyses show a relatively high proportion of18-55year 6ld participants
e{p\e/rienced temporary side effects.

* As with other COVID-19 candidate vaccines; there is;the potential for safety issues
including disease enhancement after vaccination. By the time a decision is likely to be
taken in New Zealand on whether or.not-to_use‘a vaccine, additional data about
safety are likely to be available from human tﬁals.

e Effectiveness —The animal efficacy-data for this vaccine are impressive, but clinical
data is necessary to determine if that will translate to efficacy in humans. The

developer appears to be using sensible approaches, but some information is not yet
available.

* Only early human.immunogenicity data are available which shows virus neutralising
antibody in.vaccines to be at a somewhat lower concentration than in those who have
recovered ffom the disease.

e “The \égtor is human adenovirus based, so there is the theoretical potential that prior
exposure to adenovirus may reduce the immune response in humans.

Deployment requirements are within general expectations for COVID-19 vaccines

27. ) You have agreed to draw down $66.3 million from the tagged contingency to urgently
purchase critical resources for the immunisation programme, including resources to support
cold chain capacity around New Zealand, of the type needed to deploy this vaccine
candidate (briefing MoH 20201744 refers).

The Janssen candidate is one of the two most purchased vaccine candidates in our target group

28. Animportant proxy indicator of vaccine performance is the extent to which APAs have been
concluded with other countries who have greater resources to vet candidates and use the
same purchase frameworks. Janssen has concluded arrangements with the USA, the UK,
Canada and the EU for the sale of around 570 million courses of its vaccine candidate.
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If the clinical trials are successful, there is strong confidence that Janssen will be able to supply the
vaccine to New Zealand

29. Janssen has a proven track record for their ability to manufacture and deliver a product that
meets New Zealand’s quality standards. It does not appear that the supplier is selling above
their capacity to deliver, and there are no current concerns about the reliability of supply
chains or manufacturing capability from their planned manufacturing sites, which, so far are
in the USA, ltaly and India. Janssen has indicated that it intends to-manufacture the drug
substance and drug product for New Zealand at BioE in Hyderabad, india. B@) 3

!
I

Delivery schedules are not certain, deliveries may be delayed and there is no guarantee of a
vaccine

30. The terms do not create fixed delivery obligations. This is common to all candidates because
vaccines are not yet registered, trials are ongoing, and manufacturing scale-up has not-been
completed. Indicative delivery schedules have been agreed, and are earlier than we were
initially offered. Factors that will’have an impact on the eventual delivery schedule include
the supplier's ability to-produce-the information required by Medsafe.

The vaccine candidate is reasonably priced and is not expected to have significant additional
administration costs

31. The supplier has made a commitment to making their vaccine candidate available globally on

a hot-for-profit basis during the emergency pandemic response period. ,(9;_()2)(??3),'0).-'9(,2'-)'_(_b;é)._
: = : ) i

. Janssen will probably transition to commercial pricing at the
end of the emergency pandemic period. Distribution'and deployment costs are likely to be
within the normal range for COVID-19 vaccines.

The vaccine would play an important role in the portfolio because it has the potential to be
delivered as a single dose and could provide wide population cover

32. Janssen's candidate offers a vaccing that could potentially provide the core of an
immunisation programme.lts'single-dose format offers a potentially simpler deployment
model than other vaccines under consideration. Janssen’s trial design is broad in its
coverage of different population cohorts, meaning that there is a realistic prospect of it being
delivered widely across the:New Zealand population, including hard-to-reach and at-risk
population groups'such as the elderly and those with chronic medical conditions.

33. The r{lain weakness of the Janssen candidate from a portfolio perspective is that the first
delivery will not occur before the third quarter of 2021. Other candidates prioritised for broad
population access are currently proposing to begin deliveries in the middle of 2021, and the
third quarter of 2021. The limited shelf-life of the Janssen vaccine and constrained storage
facilities have the potential to limit its use in the Pacific despite its advantageous potentially
single-dose format. We are hopeful that as more data is collected, the recommended shelf-

life of the vaccine will improve.

34. At this point we would not recommend exercising the option to purchase the additional three
million courses because further relevant information may become available before this
decision is necessary.

8(2)(ba)i) e @)ba)(i)
35.  B(2)ba)(i). S(2)(ba)(i)
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Opportunities for local manufacture of vaccines was sought as a means of mitigating supply risks

36. Janssen has ruled out any manufacturing arrangements in New Zealand for vaccines
produced for this purchase arrangement.

37.

Janssen is in negotiation with the COVAX Facility St

38. New Zealand has entered into a binding con}np'itmgrgtior) the Optional Purchase Arrangement
available through the COVAX Facility (briefing».MB\IE\‘;20'21-0858 refers). The COVAX Facility
anticipates commencing delivery of va\e@'ﬁ'\e\s‘a@;’a‘rly as the first quarter of 2021. It hopes to
procure sufficient doses for twenty pér\egn\t/of participants’ populations by the end of 2021.
Therefore, the usefulness of exe\r’&isiqg@qpption for Janssen vaccines (should they beconie

available through the FaciIity)(Will\aEpend largely on expected delivery times and \\ﬂ
AW

immunisation planning.

Commercial considerations N

Z — (
39. We have t\él’(ék‘?gga}w}rrﬁ commercial advice from Bell Gully an gtg'tirsédu‘[i,r@tﬁ
negotiation.of-terms with Janssen. PHARMAC has also been in olved\i\n the negotiations.

. / J . hAY .
We considerthat a good outcome has been achieved. Important concessions, such as
-to pass-on or resell the

c
increasing the number of vaccines offered, and having the lity-to p
N >
tually acceptable outcomes

| T
ability
2 . X N AL
vaccine-under particular circumstances, have been achieved.
ions, such as the terms of the
i

Q

(=

3
=3

-/
c<

h/a) e’been achieved where New Zealand had to m‘\élgg\gl&cz/\sé
ndemnity sought by Janssen, which is discusse‘.a\belbw.)

@@4 . The terms proposed are in line with the n@i;\atiﬁg\priorities agreed with the Vaccine
Taskforce, and we understand they are'in line with commercial expectations, with the

exception of the indemnity. An outline.of h_@v//tﬁe terms compare to negotiating priorities is
included in Annex Six.

41.  In summary:

“\

(2)(6a)(); S@)baym)

&l

Price

Delivery, supply |
~ and logistics |

' _'Addi:tiqnal ol
courses and
resale

Logistical support

Commercial
considerations
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Janssen is seeking an indemnity from the Crown

42. Janssen is seeking a broad indemnity for liability associated /wit@t(xe\ 'r@/ndling, use or
administration of the vaccine candidate in New Zealand. We expect this is because:

h

e ltis developing it in accelerated clinical trials th/at are Ies(sxlikely than non-accelerated
trials to detect uncommon adverse effects or<possj\ble contraindications. COVID-19
vaccine trials are expected to be shorter a"n‘d have fewer trial subjects than ordinary
pharmaceutical development which(willg{fé\}the known safety profile of the vaccine.

e It perceives risks of claims assoé_iategl‘\with the handling, use or administration of the &
vaccine in New Zealand. .\ @

NS b

43.

57 T

45. We will provide a business case(to\ﬁ'ﬁeasu’i'y on the indemnity provision negotiated as
part of the APA. The Ministe(/of\FQa{ngg can give an indemnity under section 65ZD of the
Public Finance Act 1989 (F{E\Aifiﬁit.gppears to the Minister to be necessary or expedient in
the public interest to do so. On the basis of the business case, the Treasury will advise the
Minister of Finance onwhether'the indemnity meets the test in the PFA.

We recomm:egl\d drawing-down funding from the tagged contingency to
(o \O\W
meet the cost of the purchase

health im\Eacts of COVID-19 — Tagged Operating Contingency’ will be required to fund the
Y, . . . h . .
purchase price for five million vaccines and headroom to address foreign exchange risks. A
draw-down is recommended at this stage because, while the final payments for the purchase
will be contingent on the successful development of the vaccine, the execution of the term
sheet demonstrates a clear intention by the Government to conclude an agreement and

make the purchase under the provisions in the term sheet.

7 S~
46<f\y€uj}g\ree to purchase Janssen’s vaccine candidate, a draw-down from the ‘Minimising the
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47. The draw-down would enable the following payments to be made:

Process for concluding the agreement ﬂ@
<

/ g \D
48. Sgbje\w‘ttf})\&pta‘ agreement to the recommendations in this bﬁéfing\,the Director-General of

(H‘eglth\g)n behalf of the New Zealand Government, will sign\the term sheet attached at
An@)@One of this briefing.

49. . “Upon the execution of the term sheet we will n@ﬁd\e{the binding APA and your approval
@ will be sought for the agreement of provisiens\in thg:}}PA.
50. If you decide to conclude the APA, <y6PJr agreement will be sought separately to exercise the

option to purchase three million CEJ{JI’SGIS\ of-the candidate for delivery in 2022.

.. 0.\@1}
Other negotiations are still underway, but on a slower track

51.  As well as the negotia\tions wi

with supplier(s\of(\f’c\)ﬁ}o%rler
mean tha,tvthe\se\ areon
i r

7 NN A
purchase @cnsn&n
D

Reg’ﬁilétaryaapprovals will be a separate process

v

7 N\
@ N>o C\”OVID-19 vaccine can be used as part of an immunisation strategy within New Zealand

=
N

h the four highest priority candidates we are also in discussion
accine candidates. Considerations about portfolio optimisation
slower negotiation timeline and we will not be recommending

em this year.

0.
o
5o

ntil it has received regulatory approval from Medsafe. Medsafe advises that Janssen has
provided pre-submission information but it is not clear when the supplier expects to make an
application.

93. Medsafe is actively considering options for expediting the approvals process in order to
evaluate a number of concurrent COVID-19 applications, while ensuring that vaccines meet
acceptable standards for efficacy, safety and quality.

54. This candidate is likely to be a genetically modified organism and may therefore be subject to
the Hazardous Substances and New Organisms Act 1996. We understand the supplier is
aware of their need to engage with the Environmental Protection Authority.
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Communications and publicity

55.

56.

There is strong public interest in the efforts of pharmaceutical companies to develop effective
and timely COVID-19 vaccines, and also in which countries would likely have access to
vaccines once they have been developed and approved for use.

The conclusion of a non-binding agreement reflects the global approach taken by Janssen
and other countries have made public announcements at this stage of negotiations. Subject
to your agreement to execute the term sheet, we will work-with-Janssen, and with Ministers’
offices to discuss communications and publicity opportunities.

Next steps

57.

58.

59.

Subject to your agreement to the term speet with.Janssen, the Director-General of Health will
execute the binding term sheet on behalf of\NewZealand.

Following the execution of the te(r\sheet we will negotiate the APA with Janssen and seek
your agreement to those terms:. Af\the same time we will provide a business case to the
Treasury on an indemnity forJanssen. Your agreement to the APA will be subjectto the
Minister of Finance’s agreement to the indemnity. :

We will reportto you-over the next few weeks on the outcomes of negotiations for other
APAs as they reach-completion and the overall balance and assessment of the portfolio of
COVID-19vaccines.

Annexes

Annex.One: Proposed Janssen Term Sheet.

Annex Two: Priority vaccine candidates and contracted delivery schedules.

Annex Three: Summary of vaccine purchase frg%'vork.

Annex Four: Summary of vaccine purchase framework analysis.

Annex Five: Science review panel commentary.

Annex Six: Summary of comparison of terms to negotiation priorities.
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Annex Two: Priority vaccine candidates and contracted delivery
schedules
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Annex Three: Vaccine purchase decision making framework

Ideal set of information for decision making:

1. Vaccine performance Importance
o Safety profile 5 T ~ CRITICAL
 Effectiveness CRITICAL
» Ease of distribution across population as a whole or for HIGH
particular population/ age groups especially Maori

* Immunity type: sterilising vs immunity from disease MED
2. Availability and access
¢ Production CRITICAL

o Confidence in company.(e.g. historic performance)

o Reliability of supply chains for raw materials

o Capacity (incl. domestic-manufacturing and

flexibility)

o Licensingafrangements

o Delivgy schedules
e Price HIGH
o Contracting HIGH

o - Type of purchasing agreement (e.g. future buy
options)

o Type of partnership incl. with other countries

o Options to manufacture

COVAX commitments.

What we can assess in absence of full information from clinical trials:

1. Vaccine performance Importance
' Available data on safety and effectiveness (likely to be VERY HIGH

limited to preliminary or final results from Phases I/ll) [Note:
We are highly unlikely to enter into an APA with no
indication of safety and effectiveness]

» Safety and effectiveness projections of international experts VERY HIGH

o Existing APAs by like-minded countries VERY HIGH

e Track record and reputation of the vaccine developer and HIGH

key scientists (including signals from regulators and CEPI)
2. Availability and access

* Route to manufacture (arrangements in place; funding; CEPI VERY HIGH
support)

19 Commercially sensitive



e Track record, reputation and reliability of manufacturer VERY HIGH

o Existing APAs by like-minded countries VERY HIGH
¢ International risk assessment HIGH
¢ Price offered to other countries VERY HIGH

3. Contribution to portfolio balance and strategic approach

To manage risks, the portfolio needs diversity across technology platforms,
suppliers, timeframes, and equitable population coverage (including the Pacific). This
will become more important over time as the portfolio builds.

20 Commercially sensitive



Annex Four: Summary of vaccine purchase framework analysis
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Annex Five: Science Review Panel Commentary

Janssen COVID-19 candidate vaccine
18t October 2020

Janssen presented its candidate viral vector vaccine to the Science Review Panel on 17" Sept 2020. There
are currently no licenced vaccines using this non-replicating viral vector (the AdVac’human adenovirus-
based vector) technology, so it is an untested platform. Human trials.for this.COVID candidate vaccine are
at an early stage with only early results available. Interim data from a Phase 1/2a trial show a relatively high
proportion of participants experienced solicited systemic adverse-events graded as severe, and although
the vaccine was immunogenic, virus neutralising antibodies did not reach the same levels in some vaccines
as in convalescent sera. Additionally, a phase 3 trial has been‘paused (13" October 2020) to investigate an
SAE that occurred in a participant. It will be essential to/'see more data from human trials of this candidate
before drawing conclusions about its safety;:immunogenicity and efficacy. Animal studies for this candidate
are promising, with the type of immune response (Th1, rather than Th2) not raising safety concerns.
Challenge studies (where vaccinated-hamsters and rhesus monkeys were dosed with the virus) showed
both reduced lung disease:and a potential reduction in infectiousness (via reduced viral replication in the
upper respiratory tract). Approximately 67,000 people (including the elderly, HIV+, pregnant, and children
over 4 months) have been vaccinated in studies of previous AdVac vaccines with'no safety issues detected.

Phase 3 (efficacy).trials began in October 2020. Phase 2 and 3 studies will take place.in the USA, Argentina,
Brazil,Chile, Colombia, Mexico, Peru, South Africa, Germany, the Netherlands, Spain and Belgium. The
phase 3:trials will include adults/elderly (at least 25% of phase 3 participants over 65 years), and people
with stableco-morbidities that are risk factors for severe COVID-19 disease. Pregnant women will be
excluded from these studies.

This vaccine is being tested as both a 1- and 2-dosevaccine, with the 1-dose schedule being suggested by
the developer as an outbreak response, and.the 2-dose’as potentially offering longer term protection. The
vaccine will be presented in multidose vials (number of doses per vial unclear) and would be distributed in
New Zealand at 2-8°C (arriving in New ZeaI}nd frozen at -20°C and can be stored frozen until distributed),
which is in line with the New Zealand stanard cold chain for vaccine distribution. It was mentioned that
the delivery of this platform ‘may be challenging in Pacific states. The developer will aim for 9-12 month
shelf life at 2-8°C as for their.other AdVac vaccines, but testing is still ongoing. It is not clear how rapidly a
vial must be used.after opening: As is likely to be the case for many candidate vaccines, current testing
includes only those older. than 18 years old and initial licensure is unlikely to include children. Data from a
small number of rhesus monkeys suggest a potential effect on infectiousness (not just disease). If
demonstrated in‘humans, this could offer a wider choice of vaccination strategies than for several other
vaccines: However, substantially more data are needed before it is known if an effect on infectiousness will
occur:

Janssen has a global commitment to produce 1 billion doses by the end of 2021. Manufacturing expected to
commence end of 2020 in the USA, and in Italy in Q1 2021. It appears that vaccine doses can be produced
rapidly, as the cell line used in production has high yields and the process is fully industrialised. There are
no current plans to manufacture vaccine in the Asia-Pacific region (although opportunities in the region
have been investigated).
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Annex Six: Summary of comparison of terms to negotiation priorities
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MINISTRY OF BUSINESS, MINISTRY OF

INNOVATION & EMPLOYMENT HEALTH
HIKINA WHAKATUTUKI

BRIEFING

Supply agreement for purchase of COVID-19 vaccinés from Janssen
Pharmaceutica NV

MANATU HAUORA

 Date: 18 December 2020 ' Priority: J Urgent 1
! Security Sensitive | Tracking ‘ 2021-1849
|rclassification: o - rltlmber:

Action sought < - /

_ _|Action.sought |Deadline [
Rt Hon Jacinda Ardern Agree that the Director-General of |21 December 202Q> .
Prime Minister _Hlealth execute a definitive supply
+agreement with Janssen
‘ Hon Grant Robertson Pharmaceutica NV for the purchase
| Minister of Finance'. of two million doses of COVID-19
vaccines (with an option to
' Hon Dr Megan Woods purchase three million more).
' Minister of Research, Science
|and Innovation
|
’Hon Chris Hipkins
Minister for COVID-19 Response
-'Hon Andrew Little

\ Minister of Health AN
| Hon Dr Ayesha Verrall Note contents of the paper. None
‘ Associate Minister of Health 5

_ Contacf for telebhone di.scussioﬁ- (if required)

| Néme Position Telephone 1s;t contact
| Manager, COVID-19 Vaccine V&) v

| Poppy Hayqes Purchase, MBIE O

Maree Roberts Deputy Director-General, System CITEE

[ Strategy & Policy, MoH

! Bhagee Ramanathan Principal Policy Advisor, MBIE @@

N— - i -~

{The foIIowing_départr;ent_slag;ncies have been _c_on;ulte_d
| PHARMAC, MBIE, MoH, MFAT, The Treasury, DPMC, Medsafe




Minister’s office to complete: [ Approved [ Declined

[J Noted [(J Needs change
] Seen [J Overtaken by Events
] See Minister's Notes [C] withdrawn

Comments

1 Commercially sensitive MBIE 2021 - 1847



(4.G10 & MINISTRY OF BUSINESS,
5:0F | INNOVATION & EMPLOYMENT
HIKINA WHAKATUTUKI

MINISTRY OF
HEALTH

MANATU HAUORA

BRIEFING

Supply agreement for purchase of COVID-19 vaccines from Janssen
Pharmaceutica NV

,‘Date: . —|_1_8 December 2020__ Priority: Ur&t - i ) 7
Security ! Sensitive Tracking: 2021-1849

classification: | number: I

Purpose

To seek approval for the Director-General-of‘Health to execute a definitive supply agreement for
the already announced purchase of two mjllien courses (with an option to purchase three million
more) of a potential vaccine against CbVID-19 from Janssen Pharmaceutica NV.

Executive summary

Background

In November; Ministers agreed to a non-binding heads of terms agreement with Janssen
Pharmaceytica'NV (Janssen) for a purchase of two million courses of-a viral vector vaccine, with
ap-option go purchase an additional three million, for deliveryqn\2021 and 2022 (briefing MBIE
2021-1195 refers). Ministers had previously agreed in early October'to a binding heads of terms
agreement to an offer from Pfizer Inc. (Pfizer) for the p‘uichase of 750,000 courses of an mRNA
vaccine candidate for delivery early 2021 (briefin MBIE 2021-0996 refers). Both of these
arrangements require a definitive supply agreement.to be negotiated and executed. We are
providing advice to you about the conclusion on definitive supply agreement with Pfizer in parallel
with this briefing (briefing MBIE 2021-1847 refers).

D

Earlier this month, Joint Ministers.agreed to 'binding supply agreements with AstraZeneca Ltd. for
the delivery of 3.8 million courses. of a\v?a‘l vector vaccine (briefing MBIE 2021-1537 refers) and
with Novavax Inc. for the purchase of 5.36 million courses of a protein sub-unit vaccine (briefing
MBIE 2021-1723 refers); -both for delivery as early as the second quarter of 2021.

New Zealand ?nnounced the purchase from Janssen on 19 November. The purchase was
negotiated as anon-binding heads of terms agreement to be followed by a binding definitive supply
agreemerit‘that would be more detailed and include other supply matters.

We recglqmend that you agree to conclude a definitive supply agreement with Janssen to secure
tipurchas?e of their vaccine candidate
n

| \market where supply is constrained, a definitive supply agreement should be executed without
delay to secure access to the available Janssen vaccines. This need is particularly pressing
because the heads of terms agreed with Janssen is not legally binding and because the vaccine
portfolio currently only includes one other candidate that can provide at least five million courses.

The proposed definitive supply agreement has been negotiated with the advice of legal and
commercial experts. An interagency approach (including PHARMAC) was taken in the negotiations
and an appropriate outcome has been achieved. We seek your agreement to execute the
proposed definitive supply agreement (attached at Annex One).

The proposed supply agreement’s substantive terms were agreed in the non-binding heads of
terms agreement with Janssen. A number of general supply terms commonly found in agreements
for the purchase of medicines are included in the supply agreement such as product specifications

2 Commercially sensitive MBIE 2021 - 1847



and processes to be used to order and take delivery of the vaccines. Annex Two outlines
noteworthy additional or amended terms for the proposed purchase agreement, the main ones are:

We do not considert @
the pr efnt

cllnlcal trlal\re\s)ults (due in January 2021)

ion.
&l
As S prey

il st advised, Janssen have sought an indemnity frqn‘j\t e Crown (briefing MBIE 2021-
11\95 réfé’s)’ The Minister of Finance is required to approve the indémnity provisions in the

d;flnmve supply agreement and to sign the supply agreemen é)s counterparty in respect of those
O md/emmty provisions. Treasury officials will advise t[\wedgsterof Finance on the indemnity

provisions in the proposed definitive supply agreemen\t>

Since executing the non-binding heads of{e}rms\agreement no new clinical results have become

available about the candidate nor any6the\r/|nformat|on that would indicate that a definitive supply
agreement should not be concluded.

PN

Subject to your agreerpg t to thérecommendations in this briefing and the agreement of the

Minister of Finance t r /?‘:J}:\r{ssen an indemnity, the Director-General of Health, on behalf of the
\’

\

Next steps

New Zealand ?3(0\7 rqm%m ill sign the proposed definitive supply agreement (attached at Annex
One). Th/e\yh{u\stg_r/ o/f, Finance will be required to approve the indemnity provisions in the definitive

supply agreement.an to sign the supply agreement as a counter party in respect of those
provusuons
) '

Given that the arrangement with Janssen was announced last month as an intention to purchase,
there may be public interest in the conclusion of the arrangement. After discussion with your
offices, we will work with Janssen to consider whether a further announcement about the execution
of the definitive supply agreement should be made.

Recommended action

The Ministry of Business, Innovation and Employment, and the Ministry of Health recommend that
you:
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h)

Note the information in this briefing is subject to confidential disclosure agreements with
vaccine developers and should be treated as commercially sensitive.
Noted

Note an unprecedented global health crisis continues and the New Zealand population
remains almost totally susceptible to COVID-19 due to our suécessful elimination
strategy.

Noted

Note the global demand for COVID-19 vaccines continugs to be high and capacity to
manufacture successful vaccine candidates is\ Qeé\Qy constrained worldwide, and this
situation is likely to continue for some time. Advanced economies are pre-purchasing

multiple COVID-19 vaccine candidates to mitigate the risk of development failure.
Noted

Note in early October,(Ministers agreed to the terms of a binding heads of terms
arrangement with Pfizer.Inc.for the purchase of 750,000 courses of an mRNA vaccine
candidate for delivery, early-next year (briefing MBIE 2021-0996 refers). You hgve
received advice abou%the conclusion of a definitive supply agreement ith?ﬁzer (briefing
MBIE 2021-1847 refers).

Noted

No?e*aearlier this month, Ministers agreed to a binding supply ajreement with
AstraZeneca Ltd for the purchase of 3.8 million courses of a viral vector vaccine (briefing
MBIE 2021-1537 refers), and with Novavax Inc. for the purchase of 5.36 million courses
of a protein sub-unit vaccine (briefing MBIE 20 1-1723 refers), both for delivery as early
as the second quarter of 2021.

Noted

Note in mid-November, Ministers agree to the terms of a non-binding heads of terms
arrangement with JansseQ for-the purchase of two million courses of a viral vector
vaccine, with an option‘to pﬁrchase three million more courses, for delivery in 2021 and
2022 (briefing MBIE 2021-1195 refers). The agreement was announced on 19 November
and requires parties.to.conclude a definitive supply agreement.

Noted

Note the execution of a definitive supply agreement without delay is important to secure
the purchase of Janssen’s vaccine candidate.

Noted

Note a definitive supply agreement has been negotiated with Janssen (attached as
Annex One). An inter-agency approach (including PHARMAC), has continued for these
negotiations. Advice was taken from legal and commercial experts and officials consider
that appropriate terms have been negotiated.

Noted

Note the substantive terms of the proposed supply agreement negotiated with Janssen
were agreed in the non-binding heads of terms arrangement executed in November. The
proposed agreement also includes a number of general supply terms, not inconsistent
with the non-binding arrangement and commonly found in agreements for the purchase
of medicines, such as product specifications and processes to be used to order and take
delivery of the vaccines.

Noted
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j) Note new or amended significant terms, from those in the heads of terms agreement,
included in the definitive supply agreement (outlined in Annex Two) include:

AN

- \\ \\ (Note&
k) Agree that that the Dlrector-General of Health execute the proposed definitive supply
agreement for the purchaseaof two million courses, with an option to purchase three

million more, 0 Qanssen s vaccine on behalf of the New Zealand Governmth\(the terms

of the propp\sed s@fnly agreement are attached in Annex One). Your re ment is

subject to the(a reement of the Minister Finance to grant Jansse’\a‘n |ndemn|t
) \‘@\/g g lngemnity-

A

Note that the Mlnlster of Finance is required to sign  the
LR\ \
agreement as a counterparty in respect of the i demn\lty\prowswns in the agreement.

@ Treasury officials will advise the Minister o zFlnancer\ the indemnity required by
<; ? Janssen.

m) Note Ministers have agreedt\odraw down -I" b2} 8@ from the ‘Minimising the health

impacts of COVID-19 (\Taggeq_@peratlng Contlngency to purchase the Janssen vaccine
candidate (briefing MBIE <(>)2v‘l -1195 refers).

Agree / Disagree

RO

proposed definitive supply

Noted

Noted
Rt Hon Jacinda Ardern Hon Grant Robertson
Prime Minister Minister of Finance
..... [oood..... Y FU SO
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Hon Dr Megan Woods

Minister of Research, Science,
Innovation

Hon Andrew Little
Minister oftHealth
..... 140\

Maree Roberts
Deputy Director-General,

Ministry of Heal%
..... A =SB
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Hon Chris Hipkins

Minister for COVID-19
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Dr Peter Crabtree

General Manager, Science,
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Background

Global demand for COVID-19 vaccines remains high

1."  An unprecedented health crisis continues worldwide, and New Zealand’s population remains
entirely susceptible to COVID-19 due to our successful elimination strategy.

2. Our ability to recover from the COVID-19 pandemic and relax public health controls relies on
the availability of safe and effective COVID-19 vaccines.-The global’demand for COVID-19
vaccines continues to be high and capacity to manufacture successful vaccine candidates is
heavily constrained worldwide. This constraint is_expected to continue for some time.

Ministers have previously agreed to a COVID-19 vaccine purchasing strategy and a framework to
guide purchase decisions

3. In May, Cabinetf agreed a purchasin?strategy to support acquisition of COVID-19 vaccines
[CAB 20-MIN-0382] with the abjective of managing a range of risks and providing safe.and
effective COVID-19 vaccines to.implement the Government’s preferred immunisation strategy
for New Zealand and for use in the Pacific.

4.  Once concluded; advance purchase agreements (APAs) will commit New-Zealand tothe
purchase of vqccines, conditional on successful clinical trials of the vaccine candidate and
regulatory approvalin New Zealand. Money spent on APAs will be-lost if the.development is
unsuccessful;if the candidate is found to be unsuitable for deployment as part of the
Government's-preferred immunisation strategy, or if the supply.is in_excess of what is required
under that strategy and cannot be on-sold. In the current.global context, this is the cost of
attempting to secure supply of vaccines that are still beir\g developed.

Ministers have agreed to terms to purchase four COVID-19.vaccine candidates

5. In early October this year, Ministers agreed to.the terms of a binding heads of terms
agreement with Pfizer Inc. (Pfizer) for the purchase of 750,000 courses of an mRNA vaccine
candidate for delivery early next year (briefing' MBIE 2021-0996 refers). It requires parties to
conclude a definitive supply agreement and, in parallel with this briefing, you have received
advice about the conclusion. of the agreement with Pfizer (briefing MBIE 2021-1847 refers).

6. In mid-November, Ministers agreed to non-binding heads of terms from Janssen
Pharmaceutica NV.(Janssen) for the purchase of two million courses of a viral vector vaccine,
with an option to\purchase an additional three million courses, for delivery in 2021 and 2022
(briefing MBIE _2021-1195 refers). The non-binding agreement was announced on
19 November and requires parties to conclude a definitive supply agreement in order for the
arrahgement-to become legally binding.

7. Earli\er this month, Ministers agreed to enter into a binding supply agreement with AstraZeneca
Ltd for the purchase of 3.8 million courses of a viral vector vaccine (briefing MBIE 2021-1537
refers), and with Novavax Inc. for the purchase of 5.36 million courses of a protein sub-unit
vaccine (briefing MBIE 2021-1723 refers), both for delivery as early as the second quarter of
2021.

Concluding the definitive supply agreement with Janssen is critical to
securing a ‘corner-stone’ vaccine in our portfolio

8. The heads of terms agreed for the purchase of Janssen’s candidates, while demonstrating a
clear intention by all parties to conclude a binding agreement, do not constitute legal
obligations on Janssen to supply their vaccine candidate to New Zealand.
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9. While the global supply of vaccines continues to be constrained, we consider that it is
imperative to secure the available vaccines from Janssen by concluding a definitive supply
agreement without delay.

10.  The Janssen vaccine plays a key role in New Zealand’s core vaccir}gportfolio: it is a promising
candidate that is potentially a single-dose vaccine (see discussion bglow), and available in
sufficient quantities to potentially provide five million courses within he timeframes required to

implement the immunisation programme. A potentially singlg\doée\\\gs\cc‘ine could be well suited
for use in the Pacific. \3

11. The importance of securing Janssen’s vaccine foortfolio has increased B(2)(ba)(i), 9

 (2)bayi)
e The needs of our vaccine portfolio
could change as more information is k(u{v’\'/n‘,]‘ ut-at'this stage, the Vaccine Taskforce considers\&
cine/o

that the core portfolio has insufficien’t\\vac- ptions that are available in sufficient quantities™

to provide five million courses, aﬁa“withc}utathe Janssen purchase the portfolio would be even

less resilient. B\\) &:\g\y

A proposed supp’l/Ragre'ement, in line with the nonf-bi’n‘(@g) terms
previously agrgéfj,‘wi._tb Janssen, has been negotiated ,/,-:;\\
: ASOAAN DT

;
12. We have r{eﬁgo’}at\g/d% proposed definitive supply agreement witb@anQS{-;r\t;(-g‘ttached as Annex
One),@\qd\%ppppriate terms for the purchase of potential COV‘I.D=1‘9\vacvcines have been

ac’hieve_cg,A,nc‘inter-agency approach, including PHARMAC,\‘ﬁE'sQon@ued for these

n{ag’étilg\t/ions. Legal and commercial advice from Bell Gully én\d\otbers was taken during the

binding heads of terms arrangement. AN\ O
Ry
14. A number of general supply terms {\QP ninE:qusfi;l,tent with the non-binding heads of agreement,
commonly found in agreements for'the purchase of medicines, such as product specifications,
manufacturing and quality sta\'ﬁd 'ds, dnd processes to be used to order, take delivery and
administer the vaccines, a‘ﬁé\in‘(;lhde.d in the proposed definitive supply agreement. Noteworthy

changes to the agre(engent éc\e\.\sutlined in Annex Two. They include:
o B(2)(ba)(i), 9(2)(ba)(ii)
£~ NN\ \\

szg:gﬁation. N&
%@ The substantive terms of the proposed definit‘i@y%agreement were negotiated in the

(ba)(), 9(2
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OB 2)(E))

SRERHPREMmI T is favourable to New Zealand
as we will be able to factor clinical trial results (due in January) into that decision.

Janssen is seeking an indemnity from the Crown

16. As previously advised, Janssen is seeking an indemnity for liability.associated with the
handling, use or administration of the vaccine candidate in‘New:Zealand (briefing MBIE 2021-
1195 refers).

17. We will provide a business case to the Treasury oﬂhe indemnity provision negotiated as part
of the definitive supply agreement. The Minister-of Finance can give an indemnity under
section 65ZD of the Public Finance Act-1989 (PFA) if it appears to the Minister to be
necessary or expedient in the public-interest to do so. On the basis of the business case, the
Treasury will advise the Minister-of Finance on whether the indemnity meets the test in the
PFA.

18. Your agreement that the Director-General execute the definitive supply agreement is subject
to the Minister of Finance’s agreement to grant an indemnity to Janssen. The Minister of
Finance is required.to approve the indemnity provisions in the definitive supply. agreement and
to sign the supply agreement as a counter party in respect of those provisions:

No new information about the candidate has become available since the
non<binding heads of terms was agreed

19. " Since executing the non-binding heads of terms agreement,.no new clinical results about the
Vaccine candidate have become available, nor-any other information that would indicate that a
definitive supply agreement should not be concluded.

Communications and publicity

20. As the arrangement with Janssen :was announced last month as an intention to purchase
rather than as a confirmed purchase?there may be public interest in the conclusion of the
definitive supply agreement.

Next steps

21. Subject to\your aareement to the execution of the proposed definitive supply agreement and
the Minister-of Finance's agreement to provide an indemnity to Janssen, the Director-General
of Fealth will sign the proposed definitive supply agreement with Janssen on behalf of New
Zealand. The Minister of Finance will also sign as a counterparty in relation to the indemnity
provisions in the agreement.

22./ The advance payment for two million courses and the payment for the option to purchase an
additional three million, B(2)(ba)(i); 9¢2)(ba)(i) s R e s
£ _ _ FASTAS S 2AAI NS Sall . vz

23. After discussion with your offices, we will work with Janssen, on a possible announcement
about the execution of a definitive supply agreement with Janssen.

Annexes

Annex One: Proposed definitive supply agreement with Janssen.
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Annex Two: Summary of notable new or amended provisions in the proposed definitive supply
agreement.
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MINISTRY OF BUSINESS, MINISTRY OF

INNOVATION & EMPLOYMENT HEALTH
HIKINA WHAKATUTUKI

MANATU HAUORA

Purchase of COVID-19 vaccines from Novavax Inc.

Date: 11 December 2020 Priority: ,Urgeh‘g
Security Sensitive Tracking 2021-1723
classification: number:

Action sought

| Action sought Deadline
Rt Hon Jacinda Ardern Agree.to terms to purchase 5.36 14 December 2020 .
Prime Minister million courses of a vaccine against | (end of day) '

COVID-19 from Novavax Inc.
Hon Grant Robertson
Minister of Finance

Hon Dr Megan Woods
Minister of Research;-Science
and Innovation

| Hon Chris Hipkins
Minister-for COVID-19 Response

\Hon Andrew Little
[ Minister of Health

| Hon Nanaia Mahuta Note contgnt/si)f ‘tiwe_p_aap_e_r
| Minister of Foreign Affairs -

None

Hon Dr Ayesha Verrall
Associate Minister of Health e P—

'Contact for telephone discussion (if required)

Name - Position Telephone 1st contact

Poppy Haynes Manager, COVID-19 Vaccine E@Fl = v

Purchase, MBIE

Maree Roberts Deputy Director-General, System
Strategy & Policy, MoH

'Bhagee Ramanathan | Principal Policy Advisor, MBIE

The following departments/agencies have been cor;sulted
PHARMAC, MBIE, MoH, MFAT, The Treasury, DPMC, Medsafe




Minister’s office to complete: (] Approved [] Declined

(] Noted [(J Needs change
(] Seen [J Overtaken by Events
[] See Minister's Notes @ Withdrawn

Comments

1 Commercially sensitive MBIE 2021-1723



MINISTRY OF BUSINESS,
INNOVATION & EMPLOYMENT
HIKINA WHAKATUTUKI

MINISTRY OF
HEALTH

MANATU HALORA

BRIEFING

Purchase of COVID-19 vaccines from Novavax Inc.

Date: 11 December 2020 Priority: Uréent

| Security ' Sensitive Tracking 2021-1723
| classification: | number: |
Purpose

To seek approval to terms for the purchase of 5.36 million courses of a potential vaccine against
COVID-19 from Novavax Inc. (Novavax)..The vaccines are expected to be delivered as early as
the second quarter of 2021 (subject to suceessful development and regulatory approval). Your
agreement to the terms of the purchase agreement is subject to the Minister of Finance agreeing to
provide an indemnity to Novavax and.specific associated persons.

Executive summary

Background

Our ability to recover from the COVID-19 pandemic and relax public health controls relies on the
availability of safe and effective COVID-19 vaccines. The global demand for COVID-19 vaccines
continues'to be high, and the capacity to manufacture vaccines remains heavily constrained.

In response to these challenges the Government has:

approved the Vaccine Strategy [CAB-20-MIN-0229.01] with the objective of ensuring
access to safe and effective vaccines for.New Zealand and the Pacific.

o established a tagged contingency of up to $600 million [CAB-20-MIN-382] for purposes of
purchasing suitable vaccines, including entering into advance purchase agreements (APAs)
to purchase potential COVID-19 vaccines, and has delegated purchase decisions to the
Prime Minister, the Minister of Finance, the Minister of Research, Science and Innovation
and the Minister.of Health (Joint Ministers).

o through-Joint Ministers, agreed a decision-making framework to assess vaccine candidates
to guide 'acquisition choices (briefing MBIE 2021-0662 refers).

e ‘increased the tagged contingency to $1,050 million and added the Minister for COVID-19
Response to the Joint Ministers decision-making group [CAB-20-MIN-0508].

¢ “.agreed that up to $75 million be allocated from Vote Official Development Assistance to
support Pacific and global vaccine access and roll-out [CAB-20-MIN- 0504].

The ‘ideal’ vaccine is not yet available to buy. The purchasing strategy aims to pre-purchase a
portfolio of potential vaccines through APAs at a stage where the candidates still carry a risk of
failure. To assist with our decisions to enter into APAs we have early information about candidate
performance, information about manufacturing processes and plans, and other countries’ decisions
to enter into APAs.

Money spent on APAs may be lost if the development is unsuccessful, if the candidate is found to
be unsuitable for deployment as part of the Government'’s preferred immunisation strategy, or if the
supply is in excess of what is required under that strategy and cannot be on-sold. In the current
global context, this is the cost of attempting to secure supply of vaccines that are still being
developed.
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A purchase agreement with Novavax is a key component in a ‘core portfolio’ of COVID-19 vaccines

Of the vaccine candidates under development globally, the Vaccine Taskforce prioritised
concluding negotiations with four suppliers by the end of the year: Pfizer Inc. (Pfizer), AstraZeneca
Ltd (AstraZeneca), Janssen Pharmaceutica NV (Janssen) and Novavax New Zealand has
committed to agreements with the first three suppliers.

The proposed purchase agreement with Novavax is for 5.36 million‘colirses of its vaccine
candidate, sufficient for broad coverage of New Zealand and.Polynesia. At around WCourse
(consisting of two doses), the purchase price is at the higher end of the price range for vaccines in
our portfolio. We recommend drawing-down fﬁm"“}m_@tﬁg@ from the “Minimising the health impacts
of COVID-19 — Tagged Operating Contingency” to fund the-purchase of the vaccines and to
address foreign exchange risk. #(2)(ba)(i), 9(2)(ba)(ii)= = = ]
' R e e ___ The negotiated purchase offer, which is a
legally binding full purchase agreement, is attached in Annex One.

Novavax’s offer is time-limited, and‘it'is inkpecative that the purchase agreement is concluded
promptly in order to secure the vaciinjs for New Zealand from a global allocation.

This purchase makes a Ie/yc\ontribution to our ‘core portfolio’ and meets the purchase-framework
criteria

play a pivotal role in qur portfolio, creating optionality and including a«ery promising candidate. We
recommend agree‘lng/ to the Novavax offer because:

Despite B(2)(ba)(i); 9(2)(ba)(i) ; some delivery risk, we consider. that the vaccine would

e ‘earlyresults suggest that this vaccine provokes a strongimmune response and may have
tiie potential to prevent disease transmission, though, like the other three aiready
purchased candidates, causes temporary side-effects:

e subject to clinical trials, it could provide broad population cover within the timeframes
required to implement the immunisation programme planned for 2021 and 2022.

it would add critical optionality to'the ‘core portfolio’ by including a promising technology
platform (so far we can only. provide wide population cover with viral vector vaccines).

* itis a widely purchased vaccine globally, and our own purchase framework analysis
supports those decisions.

e though there'is ‘a higher delivery risk than other purchased candidates, we are confident of
the conwany’s ability to manufacture and deliver the vaccine in the agreed timeframes.

. th\e/%erqa)s of the proposed arrangement are reasonably favourable to New Zealand.

The proposed purchase meets the criteria in the purchase framework which considers vaccine
peerr@ance, availability and access, contribution to portfolio balance, and strategic. We have
taken advice from Bell Gully, and an independent science advisory panel during the negotiation.
PHARMAC has also been involved.

The needs of the portfolio may change over time as more information is available. At this time we
consider the ‘core portfolio’ needs at least four different vaccine candidates, each offering wide
population coverage. This would be our third broad application purchase. 8(2)(Ba)(i); 9(2)(ba)(ii)

_ _ We
consider that the portfolio lacks sufficient broad coverage B(2)(ba)i). 9)pa)iy
Therefore, in addition to the purchase from Novavax, a further high-volume purchase, and one or
two smaller purchases, including purchases through the COVAX Facility, may be necessary to give
the portfolio sufficient diversity to provide a high degree of confidence that it will achieve the
Vaccine Strategy's objectives, including full coverage for New Zealand and to support access to
the vaccine in Polynesia.
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All COVID-19 vaccine suppliers are requiring indemnities from purchases to protect against a
range of risks. In normal circumstances many of these risks can be covered by insurance, but this
is not possible in the case of COVOD-19 vaccines. 8@)ba)@): 9(2)bai(ii) == s o
LR ER R AP o Ve oo o) We are advised
that the risks associated the Novavax indemnity seem likely to be relatively, low. ’

Regulatory approval

Safety and effectiveness will need to be established before COVID-19 vaccines are deployed. We
understand that Novavax has had preliminary discussions with Medsafe and are aware of the need
to engage with the Environmental Protection Authority, 16 determine whether this vaccine is subject
to the authority’s approval under the Hazardous Substances and New Organisms Act 1996.

Next steps

Subject to your agreement to the recommendations in this briefing, and the Minister of Finance'’s
agreement to provide an indemnity for Nevavax and specific associated persons, both the Director-
General of Health on behalf of the,New.Zealand Government and the Minister of Finance, wi/l\sign
the proposed supply agreement (ayfgled at Annex One).

Subject to your agreement to the purchase terms with Novavax, and following, discussions with
advisers in your offices; we propose to announce this and the agreement with AstraZeneca, at a
media event led by the Prime Minister in Auckland on 17 December.

We will report to you-over the next few weeks on the conclusion of APAs . with Pfizer and Janssen.

Recommended action

The Ministry of Business, Innovation and Employment; antit)he Ministry of Health recommend that
you:

a) Note the information in this briefing is subject to confidential disclosure agreements with
vaccine developers and should be treated as commercially sensitive.
Noted

b) Note an unprecedented global health crisis continues and the New Zealand population
remains almost totally susceptible to COVID-19 due to our successful elimination
strategy.

Noted

c) Note the global demand for COVID-19 vaccines continues to be high, and capacity to
manufacture successful vaccine candidates is heavily constrained worldwide, and this
situation is likely to continue for some time. Advanced economies are pre-purchasing
multiple COVID-19 vaccine candidates to mitigate the risk of development failure.

Noted

d) Note in May Cabinet approved the COVID-19 Vaccine Strategy [CAB-20-MIN-0229.01]
with the objective of ensuring access to a safe and effective vaccine to implement the
Government's preferred immunisation strategy at the earliest possible time.

Noted

e) Note in August Cabinet established a tagged contingency of up to $600 million [CAB-20-
MIN—382] for purposes including the advance purchase arrangements of potential
COVID-19 vaccines, Cabinet also delegated purchase decisions to Joint Ministers.

Noted
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J)

k)

)

Note in September Joint Ministers agreed a decision-making framework to assess
vaccine candidates to guide acquisition choices (briefing MBIE 202 —0662 refers).

Noted

Note earlier this week Cabinet increased the tagged contingeficy.to $1,050 million and
added the Minister for COVD-19 Response to the group owi t.\Ministers with delegated
authority to make purchase decisions [CAB-20-MIN-0508].

Noted

Note earlier this week Cabinet agreed that.up to'$75 million be allocated from Vote
Official Development Assistance to support Pacific and global vaccine access, and that
New Zealand should actively seek topurchase hp to 360,000 additional doses of at least
one suitable vaccine candidate speCchaIIy for Polynesia to be funded from within the
allocation with the approval of deleg@Ministers [CAB-20-MIN- 0504].
Noted

Note we have been assessii g vaccine candidates prioritised by the Vaccine Taskforce
against the purchase decision-making framework.

Noted

Note you-have-agreed to accept an offer from Pfizer Inc. for the purchase of 750,000
courses QLan mRNA vaccine candidate for delivery early next year (briefing MBIE 2021-
0996 Féfers); to enter into non-binding terms from Janssen-Pharmaceutica NV for the

purchase of five million courses of a viral vector vaccine'for delivery in 2021 and 2022;

<and, to enter into a binding supply agreement with AstraZeneca Ltd for the purchase of

3.8 million courses of a viral vector vaccine for delivery'in 2021.
Noted

Note there is an opportunity to pur_ch{se\5.36 million courses of Novavax Inc’s vaccine
candidate for delivery as early as‘the second quarter of 2021.
Noted

Note the negotiations fo\rxthis purchase c;)qppg,rg_gnitg_ have been carried out with advice
from legal and science experts. B(2)(ba)(i); 9(2)(Ba)(ii)

Noted

m) Agree to terms for the purchase of 5.36 million courses of Novavax Inc’s COVID-19

vaccine candidate (the terms are attached in Annex One), at a cost of PP, e()bajil
(which includes provision of PREHIUSE + 54qress the risk of foreign exchange rate
fluctuations). Your agreement is subject to the Minister of Finance's agreement to grant
an indemnity to Novavax Inc. and specified associated persons.

Agree / Disagree

Agree, if you agree to the recommendation in m), and the Minister of Finance agrees to
grant the Novavax indemnity, that the Director-General of Health and the Minister of
Finance sign the supply agreement on behalf of the New Zealand Government to give
effect to the decision in m).

Agree / Disagree
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o) Agree, if you agree to the recommendation in m), to draw down FEEHIEEHERT from the

‘Minimising the health impacts of COVID-19 — Tagged Operating Contingency’ to
purchase Novavax Inc’s vaccine candidate.

Agree / Disagree

p) Approve, if you agree to the recommendation in m), the following changes to

appropriations to provide for the decision in recommendation o) above, with a
corresponding impact on the operating balance and -net.core Crown debt:

$m -increase/(decrease)

2020/21|2021/22 12022/23 | 2023/24 | 2024/25 &
Vote Health Outyears
Minister of Health '

Non-Departmental
Output Expenses:

Minimising the Health
Impacts of COVID-19

Total Operating Bira e . - i

Approve/ Not approve

q) Authorise the Minister of Finance and the-Minister of Health to transfer any unspent

t)

2020/21 funding in Vote Health agreed-under the.recommendation p) to the 2021/22

financial year, as required, with no impact on the operating balance and net core Crown
debt across the forecast period. nk)

Authorised/ Not authorised

Agree that the changes to appropriations for 2020/21 above be included in the 2020/21
Supplementary Estimates and that, in the interim, the increase be met from Imprest
Supply.

Agree / Disagree

Note that Treasury officials will seek agreement of the Minister of Finance to the terms of
an indemnity for Novavax Inc. and specified associated persons.
Noted

Note negotiation of final supply terms for advance purchase arrangements with Pfizer

Inc. and Janssen Pharmaceutica NV are progressing and may be concluded before the
end of the year.

Noted
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Rt Hon Jacinda Ardern
Prime Minister

..... e

Hon Dr Megan Woods

Minister of Research, Science,
Innovation

..... foood.....

Hon Andrew Little
Minister of Health
..... foood. ...

Maree@oberts
Deﬁlty Director-General,
Mihistry of Health
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Background

Global demand for COVID-19 vaccines remains high

1.

An unprecedented health crisis continues worldwide, and New Zealand’s population remains
entirely susceptible to COVID-19 due to our successful elimination strategy.

Our ability to recover from the COVID-19 pandemic and relax public health controls relies on
the availability of safe and effective COVID-19 vaccines. The global'demand for COVID-19
vaccines continues to be high, and capacity to manufacture successful vaccine candidates is
heavily constrained worldwide. This constraint is’expected to be the case for some time.

Ministers have previously agreed to a COVID-19 vaccine purchasing strategy and a framework to
guide purchase decisions

3.

In May, Cabinet agreed a purchasing strategy to support acquisition of COVID-19 vaccines
[CAB 20-MIN-0382]. A portfolio.approach is intended to manage a range of risks and provide
safe and effective vaccines to choose from for early deployment as part of New Zealand's
immunisation strategy. This.improves the chances of acquiring vaccines that can support
achieving population-cover from COVID-19 in a timely manner. The construction of the
portfolio therefore requires the selection of vaccine candidates that ensure diversity.across
technology Blatforﬁ'ls, vaccine characteristics, suppliers, and timeframes; and that are suitable
for use in the Requ of New Zealand and other Polynesian countries.

In-August, Cabinet established a tagged contingency of up to-$600 -million [CAB-20-MIN-382]
in_order to finance advance purchase agreements (APAs) of potential COVID-19 vaccines and
to.meetf-additional early costs of the Government’s immunisation programme. Cabinet
delegated purchase decisions to the Prime Minister;.the Minister of Finance, the Minister of
Research, Science and Innovation and the Minister of Health (Joint Ministers).

Joint Ministers have agreed a decision-making framework to assess vaccine candidates to
guide acquisition choices (briefing MBIE 2021 — 0662 refers). The application of the framework
criteria is intended to ensure that- APAs align-with New Zealand’s overall objectives for
responding to COVID-19 andrecognise, that our decisions on advance purchasing will be
made on the basis of early-stage-information.

Earlier this week Cabinet agreed to increase the tagged contingency to $1,050 million to fund
the purchase of COVID-19 vaccines [CAB 20-MIN-0508]. Also, the Minister for COVID-19
Response was added to-Ministerial group authorised to make vaccine purchasing decisions.

Once concluded, APAs will commit New Zealand to the purchase of vaccines, conditional on
successful clinical trials of the vaccine candidate and regulatory approval in New Zealand.
Money spent on APAs will be lost if the development is unsuccessful, if the candidate is found
to.be unsuitable for deployment as part of the Government’s preferred immunisation strategy,
or if the supply is in excess of what is required under that strategy and cannot be on-sold. In
the current global context, this is the cost of attempting to secure supply of vaccines that are
still being developed.

In effect, the cost of COVID-19 vaccines includes the ‘insurance premium’ of pre-purchasing a
portfolio that manages risk and provides sufficient options to implement our preferred
immunisation programme. COVID-19 vaccines need to play a different role in New Zealand
compared to countries with uncontrolled spread of COVID-19. That is because in the latter,
even marginally effective vaccines that are administered to any proportion of their population
will likely be an improvement on their status quo. In New Zealand’s case we need to use the
most effective vaccines, and aim for broad vaccination uptake, to reach the level of population
cover that would support safely reconnecting with the world and moving away from more blunt
and costly public health measures.
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10.

1.

12.

It is still too early to tell which vaccine will be ideal for New Zealand and Polynesian countries.
Itis also likely we will need a range of vaccines for different people, to achieve the broadest
possible uptake. Along with the other uncertainties we are trying to manage, this is why we
have adopted a portfolio approach and accepted that the actual cost of an effective
vaccination programme will be more than the vaccines that may eve tually be used in New
Zealand’s immunisation programme.

COVID-19 vaccine suppliers are requiring purchasers to provide them- with indemnities so that
both parties share the risks of accelerated vaccine development Ih)normal circumstances
many of these risks can be covered by insurance, but in the : Gase of COVID-19 vaccines,
suppliers have told us this is not feasible.

Decisions to be taken later, including whether to-use these vaccines in New Zealand, or
whether to offer any vaccines to Polynesia; w)ill depend on their suitability for deployment,
either as part of New Zealand's imannisation strategy, or in Polynesia. More information, not
yet available, such as final clinical.triakresults will inform these decisions.

Discussion with international.counterparts and media announcements indicate a number of
like-minded countries-have reserved large quantities of a number of vaccine candidates
through APAs in order to mitigate the risk that vaccine candidates could fail.

A purchase agreement with Novavax is key to building resilience in the
‘core portfelio’ 3f COVID-19 vaccines

13.

14.

15.

16.

We co\1$ider that the Novavax vaccine is a critical addition to'our ‘core portfolio’, building
resilience by reducing technology risk and being available ir{ §yfficient courses for wide
popdlation cover. It would add an established vacéine type; With a relatively early delivery
date, that can be distributed using standard processes. Despite 8(2)(ba)(i); 9(2)(ba)(ii)}

... [somedelivery risk, we are confident about the
important contribution of this vaccine to/our prgferred portfolio. This opportunity compares very
favourably to other opportunities we have Qoﬁsidered, where clinical and negotiation outcomes
are less promising.

All COVID-19 vaccines still carry development risk, and the ‘ideal’ vaccine is not yet available
to buy. As outlined to. Cabinet last Monday, in order to have high confidence of achieving the
objective of acquiring\sQﬁicient safe and effective vaccines for timely use in New Zealand and
Polynesia, our po((folio reﬁhires four vaccine candidates available in quantities to provide
broad cover for the population. It should also include at least one candidate from the three
main vacgine technology types (RNA, viral vector, and protein sub-unit). Countries using
similar purchase frameworks to us have aimed to include at least one vaccine of each of these
types. From-information available now, four candidates represent a portfolio which we consider
will have sufficient diversity to manage risks with respect to technology platform, vaccine
characteristics, global supply constraints and failure to achieve timely regulatory approval
(MBIE briefing 2021-1124 refers). The needs of the portfolio may change over time as more
information is obtained.

From the vaccine candidates globally under development we have engaged with eight
targeted vaccine suppliers. The COVID-19 Vaccine Strategy Taskforce have prioritised
concluding negotiations with four of those suppliers by the end of the year: Pfizer Inc. (Pfizer)
AstraZeneca Ltd (AstraZeneca), Janssen Pharmaceutica NV (Janssen) and Novavax Inc.
(Novavax). Together these APAs will give us a promising ‘core portfolio’. The composition of
the portfolio aligns with the approach taken by other advanced economies through their APAs.

Information about these candidates is broadly promising and we do not have any major
concerns from early clinical trial information. The table in Annex Two summarises the
population coverage being sought, price and delivery times being negotiated for the four
priority vaccine candidate targets.
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17. In advancing negotiations with the four priority candidates we have relied on commercial, legal
and expert scientific advice. We have assessed these offers against the vaccine purchase
framework (see discussion from paragraph 26), and our negotiation priorities. We also
received advice and endorsement from managers of financial portfolios on the overall
approach to the construction of our vaccine portfolio.

18. Joint Ministers have agreed to terms to purchase 750,000 courses ofan mRNA vaccine from
Pfizer (briefing MBIE 2021-0996 refers) and five million and 3.8 million-courses of viral vector
vaccine candidates from Janssen and AstraZeneca respectively (briefings MBIE 2021-1195
and 2021-1537 refer). Novavax’s offer is outlined below. Negotiations are at an advanced
stage for the conclusion of definitive agreements with! Pfizer and Janssen with whom we
initially agreed heads of terms.

19. We have been negotiating the purchase of more courses of the Pfizer to secure sufficient
additional vaccines for it to be the fourth broad coverage candidate required to complete the
‘core portfolio’. B@)(ba)(i), S@)bajti) — e N e
. |Weconsider that the
portfolio lacks sufficient broad coverage without the additional Pfizer doses. Therefore we will
investigate the purchase of another high-volume candidate and continue to consider smaller
purchases, including through the COVAX Facility.

The Novavax vaccine will add an established vaccine type to our
portfolio a;%provide sufficient COVID-19 vaccines for broad population
cover

20. . Novavax has offered New Zealand 5.36 million courses \Sf its\vaccine candidate (known as
NVX-CoV2373) for delivery as early as the second quarf@/r of 2021. This is considered
sufficient for broad population cover in New Zealand and Polynesia, factoring in 15 percent for
wastage.

21. This vaccine will cost """ ""courseand

PXGRIDIBEHER (which requires.a total.of ?

manage foreign exchange risk)". B{2)(62)(), 9

if-successfully developed and delivered, will cost
0:5@XE=H to pe set aside to include headroom to

_-_)___(_l.l___);- o

22. The candidate adds an established vaccine type to the portfolio — it is a protein sub-unit and
adjuvant vaccine administered intra-muscularly in two doses?. An adjuvant enhances the
body’s immune response and the combination is long established, and used, for example, in
the hepatitis B vaccine in New Zealand. However, neither the component that provokes the
imm(ne response nor the adjuvant used in this vaccine are used in any licensed vaccines, so
this technology platform is untested outside clinical trials.

23,/ The terms of Novavax's offer to sell the vaccines to New Zealand are _gqn_tme_d__ig the legally
binding supply agreement attached as Annex One. B2)(Ba)(); 9(2)(ba)(i) ' |

[ ST T ——u e AP RSN PP/ S ——

24. The Novavax offer is time-limited, and it is imperative that the supply agreement is concluded
without delay because New Zealand’s vaccine allocation is held temporarily from the global

1 The sale price is denominated in USD and the vaccine costs P(szaj{n_eamam Using today's indicative NZD
USD exchange rate of 0.6595 the estimated cost of each vaccine is T-“’-"’"-’-‘:'”‘“T‘-_f? There is a foreign exchange
risk because the price is denominated in USD, and the Treasury have recommended including headroom of
mm miilion to address that risk

2 The candidate works by presenting an antigen, constructed using part of the COVID-19 virus, to the immune

system. The antigen elicits an immune response to the disease.
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allocation. We are therefore advising you on purchase decisions as each negotiation
concludes. There is limited control over the sequence of purchases.

We recommend purchasing the Novavax COVID-19 vaccine candidate

25.

We believe there is a strong rationale to sign the purchase agreemeqycause:

From very early information, the vaccine appears-to prk/oke a good immune response
and studies in non-human primates show that it has'some-potential to reduce
transmission.

This purchase would add an established-and'sought after vaccine type to our portfolio,
increasing the technology diversity-of th‘e portfolio from two to three vaccine types. A
protein sub-unit vaccine was id aniedPy the Vaccine Taskforce as important for the
portfolio and alternatives would not provide sufficient cover.

The purchase is also for suf{icient courses to achieve wide population cover. Thereis
only one vaccye.ig the ‘core portfolio’ that could achieve this and there are.no
alternatives inthe group prioritised by the Vaccine Taskforce that could provide wide
population-cover.

Whilgthere afe inherent risks to the delivery time of all vaccine candidates, delivery is
expecfed }o start from the second quarter of 2021. This is relatively,early and likely to be
\oglparable to delivery of the Pfizer vaccine. The supplier.has.an advanced plan for

regulatory approval in the European Union which will ai?St with a timely process in New
Zealand.

It is expected to be straightforward to deliver using familiar cold chain systems.

F(.Z)(bé)'(i')? 9(2)(ba)ii) =

We have negotiated terms,jhat we believe are satisfactory, and are in line with global
trends for COVID-19 vaccine advance purchase arrangements. 9(2)(ba)(i); 9(2)(ba)(iiy

| : |

| _

Other advanced economies have purchased this vaccine candidate. Together, the USA,
the UK,-Canada, Japan, and Australia have arrangements to purchase over 270 million
courses of this vaccine candidate®. The European Union is in preliminary talks. Many of
these countries have used similar purchase frameworks to ours, using their experts to
interrogate the early science resuilts, trial designs and manufacturing programmes.

The supplier is an inexperienced pharmaceutical supplier, and therefore the purchase
carries a higher level of delivery risk than previously concluded agreements. However,
we are confident that they will be able to manufacture at scale and deliver the vaccine.

3 The USA has purchased 50 million courses, the UK has purchased 30 million courses, Canada has
purchased 48 million courses, Japan has purchased 125 million courses, and Australia has purchased 20
million courses.

11
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Overall, this vaccine appears to meet the purchase framework criteria

26. The vaccine purchase framework is outlined in Annex Three. It considers expected vaccine
performance, expected availability and access, contribution to portfolio balance, and strategic
approach. Vaccine performance considers criteria such as safety profile, effectiveness and
ease of distribution across the population as a whole and to particuklar population groups.
Availability and access considers factors such as confidence in production, contractual terms,
geopolitical dynamics and international risks. In advance of ful| \(accine development and

) . \, . .
regulatory approval and in the absence of final data, the framework uses proxies to help inform

choices.

27. We took a multi-agency approach in negotiations to strengthen the level of interrogation. We
have taken advice from Bell Gully, as well-as from’an independent scientific and clinical review
panel, to help inform our analysis of the\offer and information about the vaccine candidate, the
developer and the supplier. Overall;'we consider that the criteria in the framework have been
met to a satisfactory level. That analysis is discussed below, with further detail attached\a)s
Annex Four.

Application of vaccine purchase framework criteria

Level of
Criteria Importance  Assessment of criteria satisfaction of
criteria

Performance | Safety profile and Critical As confident as we can A
effectiveness be from early information
Ease of High There may be some
distribution issues with vaccine
acceptance. Distribution vV
is generally in line with
norms
APAs with other High APAs concluded with g
countries similar countries
Accessibility Production Critical Reasonably confident in =2
planned production
Contracting High Satisfactory contractual A
terms negotiated
International risk High International risk is A
medium
Comparable price High International price Yy
offered to others achieved
Portfolio Portfolio fit Critical Good fit with portfolio T
strategy

Key: v v v high satisfaction of criteria; v ' moderate satisfaction of criteria; v satisfaction of criteria; ¢ criteria not met.

* From limited data. It will be essential to see data from phase |l human triais for this candidate before drawing
conclusions about its safety, immunogenicity and efficacy.

The candidate shows some promise in terms of performance, but only early stage data are available

28. Phase lll trials are just beginning for this candidate and interim data are expected in the first
quarter of 2021. As such, there is less information than was available for the other candidates
already purchased. We will continue to monitor new information about safety and efficacy as
clinical trial data becomes available, and we note that additional data about safety will be
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available at the time decisions are made on whether to use the vaccine. Commentary from the
science review panel provided on 8 November 2020 is attached as Annex Five. Novavax has
not provided additional trial data since then so the commentary remains up to date.
Specifically, in relation to two vaccine performance criteria this candidate shows some
promise;

» Safety — Similarly to the other three candidates in the portfolio, this vaccine seems to
have temporary side effects (such as headache, fatigue; and aches and pains),
particularly after the second dose. While this could impact how well the vaccine is
accepted, it may be possible to mitigate perception risks at the time of deployment
through communications planned as p%(t of the immunisation programme.

e There is little available data about the l;evious use of the adjuvant, which is only used
in one other vaccine. As with oti‘@ﬁCOVlD-19 candidate vaccines, there is the potential
for safety issues including disease enfiancement after vaccination. However, before
the vaccine is used, our regulatory approval process will determine if the vaccine is
safe and effective.

» Effectiveness = This'vaccine appears to provoke a strong immune response. However,
there are no.@greed immunological measures available to allow accurate co\mparisons
between vacgines There is no human efficacy data yet for this vaccine and-studies are
yet.to.be (indertaken in children and adolescents under 18 yearé of a\g “However
studies-in.primates suggest potential efficacy against transmission. This could have the
potential'to reduce the spread of COVID-19 if it is conﬁrr/ned in hyman studies.

Deployment requirements are within general expectations for COVID-19.vaccines

20.

30.

31.

The vaccine is distributed using 2-8 degree Celsius cold chain'methods. This is standard for
vaccines, including in the Pacific (however, volumes\ﬁ/ould be much greater than standard
volumes). The developer is testing stability af ambient temperatures, which, if successful,
could make point-of-use storage and distrib tion@i‘mpler and more fail-safe, including in
Polynesia. w

You have agreed to draw down &6.3 million from the tagged contingency to urgently
purchase critical resources-for the immdnisation programme, including resources to support
cold chain capacity around New Zealand, of the type needed to deploy this vaccine candidate
(briefing HR 20201744 refers). The Novavax candidate has been purchased by other similar

countries.

An important proxy:indicator of vaccine performance is the extent to which APAs have been
concluded with other countries who have greater resources to vet candidates and use similar
purchase frameworks to ours.-Novavax has concluded arrangements with the USA, the UK,
Canada;, Japan, and Australia for the sale of over 270 million courses. The European Union is
in,preliminary talks for 50 million courses.

If the clinical trials are successful, there is reasonable confidence that Novavax will be able to supply
the vaccine to New Zealand

32.

33.

13

Relative to the suppliers of the other target candidates, Novavax, a late-stage biotechnology
company, is smaller, less well-resourced and has less experience in the global pharmaceutical
market. It has no prior experience in the New Zealand pharmaceutical market. They plan to
produce one billion courses of the vaccine for global distribution from mid-2021 by re-
establishing their global supply chain and outsourcing manufacturing arrangements.

Novavax has secured US$ 2 billion in funding from Operation Warp Speed (a United States’
government programme) and the Coalition for Epidemic Preparedness Innovations (CEPI) for
late-stage clinical development and to establish large-scale manufacturing. Novavax has
engaged the Serum Institute of India to manufacture one billion doses in 2021. These
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international partnerships provide assurance of Novavax's ability to develop and manufacture
the vaccine.

34. Novavax has indicated that New Zealand’s vaccines are likely to be manufactured in F= ==
and s mEE with the ma% of the drug substance coming from the T’fmgmms(af wa[n_d
fill and flnlshlng carried outin | AIthough individually B2)Ba)): 9@)(b: 7
= | there is some risk from fragmentatlon aswe
are relymg on more countrles to have favourable export settings than with other candidates.
We do not consider that this risk is sufficient to preclude the proposed purchase.

Delivery schedules are not certain, deliveries may be dela vyed and-there is no guarantee of a
vaccine

35. Novavax has confirmed its expectation that-New Zealand will receive vaccines from the
second quarter of 2021, with the bulk of deliveries arriving in the third and fourth quarters of
2021. However, the terms of the purchase a’greement do not create fixed delivery obligations:
This is common to all candidates because vaccines are not yet approved for use in New.
Zealand, trials are ongoing,.and manufacturing scale-up has not been completed. Factors that
will have an impact on the eventual delivery schedule include when the supplier can provide
data to Medsafe for'assessment.

The vaccine 8(2)(B2)i); 8(2)Ba)(i). | is not expected to have significant additional administration
costs

36.

37.

S doses provnded to Polynesna will be
funded from the $75 m|II|on OfflClaI Development ASSIstance envelope approved by Cabinet in
December to support Pacific an\>global access to vaccines.

38. The COVID-19 Immunisation Strategy and Programme [CAB-20-MIN-0509], led by the
Minister of Health:provides an ‘operational blueprint’ for rolling out COVID-19 vaccines to
ensure the-best outcomes.

39. Distribution and deployment costs are likely to be within the normal range for COVID-19
vaccines: Novavax is testing the stability of the vaccine at ambient temperatures, and if it is
found to have this characteristic the resources needed to store and distribute the vaccine, and
risk of storage condition failures, could be reduced, especially for hard to reach areas and in
the Pacific.

The vaccine could play an important role in the portfolio to provide broad population cover and limit
the risk of technology failure

40. The Novavax vaccine is the only protein sub-unit candidate being considered for the portfolio.
This is one of the three vaccine types that we expect the ‘core portfolio’ to contain in order to
mitigate development risk. Unlike mRNA vaccines (Pfizer's candidate), and viral vector
vaccines (Janssen’s and AstraZeneca’s candidates), protein sub-unit vaccines are a well-
established vaccine type, albeit the exact technology in this vaccine is unlicensed.

41. Similar to Janssen's and AstraZeneca’s vaccines, the Novavax vaccine could offer broad
population cover. This provides significant benefit to the portfolio as it reduces the need for
multiple candidates to succeed before we are able to achieve wide population cover. On the
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other hand, the vaccines that could offer broad coverage all have different drawbacks that
could prevent their widespread use. This is why we are building a portfolio of vaccines: to
maximise options for the immunisation programme, and increase our chances of having safe
and effective vaccines for population-wide deployment. This reflects the approach taken by

- other countries using similar purchase frameworks to ours.

42. Early non-human primate studies suggest that there is potential.for'the Novavax candidate to
reduce infectiousness. The developers have indicated that there is a potential for the vaccine
to be stable at room temperature. There would be significant pogfolio benefits in terms of
effectiveness and ease of deployment if these characteristics aré confirmed.

43. Not purchasing the Novavax candidate would have the following implications for the portfolio:

o  We will need to consider purcha§ing two different vaccine candidates to build the core
portfolio of four candidates with wide coverage. There are no other protein-based
vaccines currently in Iate-\stagg Glirlical trials. Sanofi/GSK is developing a protein-based
vaccine but is unwilling. at'this stage to enter into a bilateral agreement (though 'some
courses may become@?ilable through the COVAX Facility).

o Ifwe did not{thsue an alternative to the Novavax vaccine candidate, the portfolio
would only have two vaccine candidates with wide population coverage ~ both using
viral vec}or technology. Broad cover using only one of the three nﬁain vaccine types
would resul{in little optionality for the immunisation prografime\ Thisis particularly
because the Janssen vaccine candidate is scheduled to-arrive later than the
AstraZeneca and Pfizer candidates.

9(2)(ba)(i), 9)(ba)(i) = |

44. . In August the previous Minister of Foreign Affairs igreed in principle that Official Development
Assistance (ODA) could be used to reimburse the-Cost of vaccines passed on to Polynesian
countries.

45. Earlier this week, Cabinet agreed that up to-$75 million be allocated from Vote Official
Development Assistance to support Pacific and global access to COVID-10 vaccines, and that
New Zealand should actively seek-to'purchase up to 360,000 additional doses of at least one
suitable COVID-19 vaccine candidate specifically for Polynesia. The purchase should be
funded from within that.allocation [CAB-20-MIN-0504].

46. B(2)(ba)(), 9(2)ba)iiy

';
Opportunities for local manufacture of vaccines was sought as a means of mitigating supply risks

47,/ The supplier has indicated that it has sufficient manufacturing capacity to supply vaccines for
New Zealand. Therefore local manufacturing options do not need to be considered and are not
an option.

It is not clear if the vaccine will be available through the COVAX Facility

48. Joint Ministers agreed to purchase COVID-19 vaccines through the COVAX Facility for up to
50 percent of New Zealand’s and the Realm’s adult population and to join the Facility through
its Optional Purchase Arrangement (briefing MBIE-2021-0858 refers). Under this arrangement,
we will receive ‘purchase opportunities’ (an option to purchase) for vaccine candidates as they
are added to the Facility’s own portfolio.
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49. The COVAX Facility is still negotiating with vaccine developers, and there are a range of
details (such as pricing and volumes) to be finalised before we are offered final purchase
options.

50. The receipt of CEPI funding by Novavax is a strong indicator that the vaccine candidate may
become available through the COVAX Facility. However, New Z/t\aa‘la\r)d, is unlikely to need to
take up the offer if the attached purchase agreement is concluded.

Commercial considerations B «

\ NV
51. We have taken legal and commercial advice jnorr{ILGully and others during the negotiation
of terms with Novavax. PHARMAC has also‘\lage/r\\in%l\?'ed in the negotiati We consider
that a good outcome has been achieved: Im )(Daj()

52. OQverall, we consider that re terms have been negotiated, and mutually accep

table.~ -
outcomes have been achiev New Zealand had to make concessions. \\j/b

N :

53. The termsin therpro@ed supply agreement are in line with the negotiating\g@t@agreed
. A I L . e NN\ -

with the Vaccine Taskforce, and we understand they are in fine with commercial expectations,

with the ex@ptiqnvoﬁthe indemnity. An outline of how the terms com’ﬁane\tgj/megotiating

priorities is-included in Annex Six.

PN

Novavax and specified associated persons are seeking an indemnity from the Crown

55. Al COVID-19 vaccine suppliers are requiring purchasers to provide indemnities to protect
them against a range of risks. In normal circumstances many of these risks can be covered by
insurance, but in the case of COVID-19 vaccines pharmaceutical companies have told us that
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56.

17

Q)F:

K\ﬁe will provide a business case to the Treasury on the indemnity provision negotiated. The

this is unfeasible. A robust regulatory approval process (see discussion on regulatory approval
below) is an important mitigation of the risk to the Crown of providing the indemnities.

Novavax and specified associated persons are seeking an indemnity because:

e As with all COVID-19 vaccine development, Novavax is devele’(ﬁ the vaccine in
accelerated clinical trials that are less likely than non- accele(ated/ trlejs to detect
uncommon adverse effects or possible contraindication )s\ : @VID 19 vaccine trials are
expected to be shorter and have fewer trial subjects‘tﬂ ordlnary pharmaceutical
development which will reduce the known safety\proflle\o; the vaccine.

o Novavax perceives a risk of broader clalmSaassomat d with the use, deployment and
administration of the vaccine, and with the pot\n vlal conduct of the Crown in relation to the
APA,

9(2)(ba)(i), 9(2)(ba)(ii)

inister of Finance can give an indemnity under section 65ZD of the Public Finance Act 1989
(PFA), if it appears to the Minister to be necessary or expedient in the public interest to do so.
On the basis of the business case, the Treasury will advise the Minister of Finance on whether
the indemnity may be considered to meet the public interest test in the PFA. Your agreement
to the terms of the supply agreement will be subject to the Minister of Finance’s agreement to
grant the indemnity. The Sovereign in Right of New Zealand acting through the Minister of
Finance is a contracting party to the agreement with respect to the provisions in the agreement
that relate to the indemnity.
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We recommend drawing-down funding from the tagged contingency to
meet the cost of the purchase

61.

If you agree to purchase Novavax’s vaccine candidate, a draw-down of PEXESISEEN from the
‘Minimising the health impacts of COVID-19 — Tagged Operating Contlngency will be required
to fund the purchase price for 5.36 million vaccines and headroom to-address foreign
exchange risks. A draw-down is recommended at this stage because, while the final payments
for the purchase will be contingent on the successful development.of the vaccine, the
execution of the supply agreement indicates a clear intention to_purchase the vaccines.

The draw-down would enable the following pay, @to be made:

Payment

Advance payment

Delivery payments

NN
\‘\

Regulatory approvals\wﬂl be a separate process

64.

65.

66.

67.

18

No COVID-19 vaccine can be used as part of an immunisation programme within New
Zealand until.ithas received regulatory approval from Medsafe (and the Environmental

_Protection Authority where relevant). We understand that Novavax is in advanced discussions
< wﬁh the United Kingdom and European regulators. The supplier has had preliminary
. discussions with Medsafe. The supplier has an advanced plan for a progressive regulatory
‘approval process in the United Kingdom and the European Union which will assist with a

timely process in New Zealand.

The time required to achieve regulatory approval is to a large extent dependent on the
timeliness and quality of the information provided by suppliers to regulators.

Medsafe is working to ensure there is an efficient approvals process in order to evaluate a
number of concurrent COVID-19 applications, while ensuring that vaccines meet acceptable
standards for efficacy, safety and quality. The timeliness and quality of the information
provided by suppliers to Medsafe can influence the length of the process for regulatory
approval.

We understand the supplier is aware of their need to engage with the Environmental
Protection Authority.
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Communications and publicity

68. There is strong public interest in the efforts of pharmaceutical companies to develop effective
and timely COVID-19 vaccines, and also in which countries would likely have access to
vaccines once they have been developed and approved for use.

69. Subject to your agreement to execute the supply agreement and'the Minister of Finance’s
agreement to provide an indemnity, and following discussions with advisers in your offices, we
propose to announce this, and the agreement with AstraZeneca, at-a media event led by the
Prime Minister in Auckland on 17 December.

Next steps AN

70. Subjectto yohr agreement to the supply.agreement, and the Minister of Finance's agreement
to provide an indemnity to Novavax, the Director-General of Health and the Minister of Finance
will execute the supply agreement'on behalf of New Zealand.

71.  The advance payment wiI@e@de within 30 days of the conclusion of the supply. agreement.

72.  We will report to yo(oVer the next few weeks on the conclusion of APAs with. Pfizer and
Janssen.

Annexes

Annex One: 9(?)_(53)(1)972?96\)@) ]
Annex Two: B2)(ba)(D):8(2)(ba)(i) I

Annex Three: Summary of vaccine purchase framework.

Annex Four: Summary of vaccine purchase framework-analysis.

Annex Five: Science Review Panel commentary.

Annex Six: B(2)(ba)(i).9(2)(ba)(ii)"
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Annex Five: Science Review Panel commentary

COVID-19 Vaccine Candidate Science Review Panel Commentary

Novavax COVID-19 candidate vaccine

8t November 2020

Novavax presented their candidate adjuvanted recombinant virs nanoparticle vaccine to the Science Review
Panel on 13" October 2020. Both the antigen-bearing nanoparticle and the adjuvant are novel {no licensed
vaccines use these technologies), so this platforQ isuntested outside clinical trials. However, the antigen on
the nanoparticle is a protein sub-unit, and aquanted sub-unit vaccines are long established. A phase 1
clinical trial (in 18-59yo healthy participants).showed this vaccine is reasonably reactogenic, especially after.a
second dose (where moderate or severe systemic events were seen in around 43% of vaccinated
participants). The vaccine appears to.be.very immunogenic. Robust neutralising antibody responses occurred
after 2 doses and even thelowest responses in vaccines were similar to that in non-hospitalisedibut
symptomatic COVID-19.patients: Challenge studies (where non-human primates were-dosed vm the virus)
showed both reduced virus replication in the lungs and a potential reduction in.infectiousness (via reduced
viral replication in'the upper respiratory tract).

A pivotal; phase 3-placebo controlled trial is underway in the UK with 9000 participants. The trial will include
those aged 18-84 year old and people with stable chronic medical disorc\ers, but will exclude
pregnant/lactating women. Efficacy outcomes will be symptomatic\COVID-19 disease and safety outcomes
will be-followed up for 386 days in this trial. It is not cleer wh&h\eg recruitment and monitoring in phase 3
trials will be continued if efficacy endpoints are achieved early.Continued recruitment and monitoring will be
important in order to obtain important safety datal Fur}her»studies will be conducted in the USA and South
Africa (including 240 HIV infected participants). Studies’in adolescents (<18y) will hopefully be conducted
from early 2021.

This vaccine is being tested as a 2-50\se vaccine, and will be presented in multi-dose vials (probably 10 doses
per vial). It will be transported.and stored"at 2-8°C which is in line with the NZ standard cold chain for vaccine
distribution. There was a aggestio yfrom the developer that this vaccine could theoretically be stable at
room temperature (as may.soe’other candidate vaccines, if tested) but there are currently no data
available to confirm this. Testing on stability at room temperature is underway, and if stability without
reliable refrigeration.is demonstrated, this will have advantages for distribution in the Pacific. As is likely to
be the ¢ase formany candidate vaccines, current testing includes only those older than 18y and initial
licensure is unlikely to include children. Data from a small number of rhesus monkeys suggest a potential
effect.on infectiousness (not just disease). If demonstrated in humans, this could offer a wider choice of
vaccination strategies than for several other vaccines. However, substantially more data are needed before it
is‘known if an effect on infectiousness will occur.

Novavax are aiming to produce 2 billion doses of vaccine annually from.mid-2021 but has global
commitments with this vaccine. The process of securing doses and obtaining estimated delivery dates to New
Zealand is currently in progress with the developer.
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Purpose

To seek approval to terms for the purchase of 3.8 million courses of a potential vaccine against
COVID-19 from AstraZeneca Ltd (AstraZeneca):"The vaccines are expected to be delivered as
early as the second quarter of 2021 (subject to successful development and regulatory approval).
Your agreement to the terms is subject to the agreement of the Minister of Finance to provide an
indemnity to AstraZeneca.

Executive summary

Background

Our ability to reeover from the COVID-19 pandemic and relax puﬁ?‘health controls relies on the
availability of safe and effective COVID-19 vaccines. The global demand for COVID-19 vaccines
continues to’be high, and there is heavily constrained capaci'/ to:manufacture vaccines.

In response to these challenges the Government:

e approved the Vaccine Strategy [CAB-?Q-MIN-0229.01] with the objective of ensuring
access to safe and effective vaccines forNew Zealand and Polynesia.

e established a tagged contingency of.up to $600 million [CAB-20-MIN-382] for purposes
including advance purchase agreements (APAs) of potential COVID-19 vaccines, and
delegated purchase decisions to the Prime Minister, the Minister of Finance, the Minister of
Research, Science and Innovation and the Minister of Health (Joint Ministers)

e through Joint Ministers, agreed a decision-making framework to assess vaccine candidates
to guide acquisition choices (briefing MBIE 2021-0662 refers).

The ‘ideal” vaccingis not yet available to buy. The purchasing strategy aims to pre-purchase a
portfolio.of potential vaccines through APAs at a stage where the candidates still carry a risk of
failure;We have early information about their performance, information about manufacturing
p‘rscesses and plans, and other countries’ decisions to enter into APAs.

Mboney spent on APAs may be lost if the development is unsuccessful, if the candidate is found to
be unsuitable for deployment as part of the Government's preferred immunisation strategy, or if the
supply is in excess of what is required under that strategy and cannot be on-sold. In the current
global context, this is the cost of attempting to secure supply of vaccines that are still being
developed.

A ‘core portfolio’ of COVID-19 vaccines to support achieving population cover can be created
before the end of the year

Of the vaccine candidates under development globally, the Vaccine Taskforce has prioritised
concluding negotiations with four suppliers by the end of the year: Pfizer Inc. (Pfizer), AstraZeneca
Ltd (AstraZeneca), Janssen Pharmaceutica NV (Janssen) and Novavax Inc (Novavax). Securing

1 Commercially sensitive MBIE 2021-1537



these APAs will give us a promising ‘core portfolio’ that is expected to meet the objective of the
Vaccine Strategy of securing access to a safe and effective vaccine. Thus far, Joint Ministers have
agreed to purchase two COVID-19 vaccine candidates: 750,000 courses and five million courses
of vaccine candidates from Pfizer Inc, and Janssen respectively (MBIE briefings 2021-0996 and
2021-1195 refer). AstraZeneca has offered New Zealand 3.8 million courses of its vaccine
candidate for delivery from as early as the second quarter of 2021 for = i S Y Accepting the
offer would populate the portfolio with a second candidate able to prowde broad populatlon
coverage. We hope to conclude negotiations with Novavax within the_next fortnight. We will also
brief you on potentially increasing the volume of vaccines available to New Zealand from Pfizer.

AstraZeneca’s offer is time-limited, and it is imperative that the purchase agreement is concluded
promptly in order to secure the vaccines for New Zealandfrom a global allocation.

With a ‘core portfolio’ secured (including increased vaccines from Pfizer) one or two smailer
purchases, including purchases through the COVAX Facility, may be necessary to give the
portfolio sufficient diversity to provide a high.degree of confidence that it will achieve the Vaccine
Strategy’s objectives.

Overall, this vaccine appears.to meetthe purchase framework criteria

The purchase framework considers vaccine performance, availability and access, and.contribution
to portfolio balance and’s strategic fit. We have taken advice from Bell Gully, and an independent
science advisory ‘panel during the negotiation. PHARMAC has also been-involved: Our advice
takes into account media reports last week about the trials for the vaccine. The negotiated
purchase offer, which is a legally binding full purchase agreement,.is-attached in Annex One.

We recommend agreeing to the AstraZeneca offer because:

'“subject to clinical trials, it could provide broad-population cover within the timeframes
required to implement the immunisation programme planned for 2021 and 2022.

e AstraZeneca, as part of a global operation, has-a proven track record in developing,
manufacturing and delivering pharmaceutical products that meets New Zealand’s quality
standards.

e itis one of the two most purchased vaccines globally, and our own purchase framework
analysis supports those decisions.

o early results suggest that this vaccine is equally immunogenic (capable of inducing an
immune-response) in“older and younger population groups. The vaccine may also reduce
transmission as. it could be effective against asymptomatic infection.

Like other vaccine candidates, its major disadvantage is that it may cause temporary side-effects
which 'may have an impact on the implementation and effectiveness of the immunisation
programme, as well as potentially reducing the acceptance of COVID-19 vaccine and routine
immuhnisation programmes.

Ataround ! H%’)Ifi g_ﬁﬂl (consisting of two dosesL the purchase price represents a not-for-profit
pandemic price B2)(ba)l); 9@)ba)i T _ However, the
not-for-profit model used globally by the seller transfers some fmanC|a| rlsks to the purchaser. We
consider these to be manageable. We recommend drawing-down FRESOSEEE fom the
“Minimising the health impacts of COVID-19 — Tagged Operating Contmgency” to fund the

Purchase of the vaccines and to address forelgg exchanqe risk. g@)ﬁ*ﬁ@)‘ 9(2)(ba)(1r) B ol

(ST ES R C S BE R Bl = T e e e e e e — R A T

All suppliers of vaccines are requiring purchasers to indemnify them against product liability claims.
This reflects the accelerated development of COVID-19 vaccines which prevents the risk from

being covered by insurance. B2)(Ba)(i); 9)Ba)(i) ; e We

2 Commercially sensitive MBIE 2021-1537



are advised that the risks associated with claims in connection with the distribution, administration,
and use of the AstraZeneca vaccine which would not be covered by the Accident Compensation
Act seem likely to be relatively low, with the Crown able to take certain steps to protect its position
as far as possible. B(2)(ba)(i), 9(2)(ba)(ii), 9-(-2)021‘“31 R A e R s el
RS e 35T el T g SR
|' N g Tl o3 _'.;;.*."_;;[r_'—s_ I A !

=~ =N N e T P Wrear=

A - N Ful'm

Regulatory approval

Safety and effectiveness will need to be established before COVID-1 vaccines are deployed. We
understand that Medsafe has agreed to a rolling sub issioh from AstraZeneca, but the time frame
for data to be provided to Medsafe has not been con%ed. We understand AstraZeneca is aware
of the need to engage with the Environmental Protection Authority regarding whether their approval
is required for the vaccine to be used in New Zeala/id under the Hazardous Substances and New
Organisms Act 1996.

Next steps

Subject to your agreement to the recommendations in this briefing, and the Minister of Finance’s

agreement to provide an indemwty for AstraZeneca, the Director-General of Health, on-behalf-of
the New Zealand Gov’e\rﬁmen?, ill sign the proposed supply agreement attached at'Annex One.

Subject to your agreeqe/nﬁto the purchase terms with AstraZeneca, we will work.with them and
with Ministers® offices to’plan communications and publicity opportunities; including an
announcement in-support of the agreement.

Recommended action

The Ministry of Business, Innovation and Employment and.the'Ministry of Health recommend that
you:

a) Note the information in this briefing.is_subject to confidential disclosure agreements with
vaccine developers.

Noted

b) Note an unprecedented global health crisis continues and the New Zealand population
remains almost totally susceptible to COVID-19 due to our successful elimination
strategy.

Noted

c).-Note ‘he global demand for COVID-19 vaccines continues to be high, and capacity to
manufacture successful vaccine candidates is heavily constrained worldwide, and this
situation is likely to continue for some time. Advanced economies are pre-purchasing
multiple COVID-19 vaccine candidates to mitigate the risk of development failure.

Noted

d) Note in May Cabinet approved the COVID-19 Vaccine Strategy [CAB-20-MIN-0229.01]
with the objective of ensuring access to a safe and effective vaccine to implement the
Government's preferred immunisation strategy at the earliest possible time.

Noted

e) Note in August Cabinet established a tagged contingency of up to $600 million [CAB-20-
MIN—382] for purposes including the advance purchase arrangements of potential
COVID-19 vaccines, Cabinet also delegated purchase decisions to Joint Ministers.

Noted
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9

h)

j)

k)

m

Note in September Joint Ministers agreed a decision-making framework to assess
vaccine candidates to guide acquisition choices (briefing MBIE 2021 — 0662 refers).

Noted

Note we have been assessing vaccine candidates prioritisec by the Vaccine Taskforce
against the purchase framework.
Noted

Note you have agreed to accept an offer from Pfizer Inc. for the purchase of 750,000
courses of an mRNA vaccine candidate for.delivery early next year (briefing MBIE 2021-
0996 refers) and to non-binding terms from Janssen Pharmaceutica NV for the purchase
of five million courses of a viral vector vaccine for delivery in 2021 and 2022.

Noted

Note there is an opportunity tospurchase 3.8 million courses of AstraZeneca Ltd’s vaccin
candidate for delivery as early as the second quarter of 2021.
Noted

Note the negotiations for this purchase opportunity have been carried ou\v@h advice
from legal ‘and science experts. We have achieved a number of important concessions
such as halving the amount at risk as an advance payment, and obtaining the ability to
resell.or pass on vaccines to the Realm, Polynesia and othef Pacific countries.

Noted

Agree to terms for the purchase of 3.8 million courses of éstraZeneca Ltd’s COVID-19
vaccine candidate (the terms are attached in Annex-One), at a cost of F5 el f@
(which includes provision of Wﬂh@ to address the risk of foreign exchange rat
fluctuations). Your agreement is subject-to the-Minister of Finance's agreement to grant

an indemnity to AstraZeneca.

Agree / Disagree

Agree, if you agree to the recommendation in k), and the Minister of Finance agrees to
grant an indemnity to AstraZeneca, the Director-General of Health sign the supply
agreement on behalf of the’'New Zealand Government to give effect to the decision in k).

Agree / Disagree

) Agree,.if youragree to the recommendation in k), to draw down W@"wl from the

‘Minimising the health impacts of COVID-19 — Tagged Operating Contingency’ to
purchase the AstraZeneca vaccine candidate.

Agree / Disagree
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n) Approve, if you agree to the recommendation in k), the following changes to
appropriations to provide for the decision in recommendation m) above, with a
corresponding impact on the operating balance and net core Crown debt:

| $m - increase/(decrease)

2020/212021/22 |2022/23 | 2023/124] 2024125 & |
Vote Health Outyears
Minister of Health

Non-Departmental
Output Expenses:

Minimising the Health |
Impacts of COVID-19 mwﬁ

Total Operating ASSTE | - - - -

Approve/ Not approve

0) Authorisgt e‘Minister of Finance and the Minister of Health t{) tran\sfer any unspent
2020/21 funding in Vote Health agreed under the recommendatijon n) to the 2021/22

fina\scial year, as required, with no impact on the operating-balance and net core Crown
debt’across the forecast period.

Authorised/ Not authorised

p) Agree that the changes to appropriations)f?r_ 2020/21 above be included in the 2020/21
Supplementary Estimates and that, in the'interim, the increase be met from Imprest
Supply.

Agree / Disagree

q) Note that Treasury officials will seek agreement of the Minister of Finance to the terms of
an indemnity. for AstraZeneca.

Noted
r)_-Note other negotiations for the advance purchase of COVID-19 vaccines are underway,

andwe will provide advice on an agreement with Novavax Inc and increased supply of
vaccines from Pfizer Inc.

Noted

Rt Hon Jacinda Ardern Hon Grant Robertson
Prime Minister Minister of Finance
..... lo.od..... Y U S
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Hon Dr Megan Woods Hon Andrew Little

Minister of Research, Science, Minister of Health
Innovation
..... [ ...
..... [oood.....
ST

Dr Peter Crabtree

Maree Robertsx.?
Deputy Dir‘é}:tor-General, GM, Science, Innovation,

Ministry of Health International, MBIE

01/12 /2020
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Background

Global demand for COVID-19 vaccines remains high

1.

An unprecedented health crisis continues worldwide, and New Zealand’s population remains
entirely susceptible to COVID-19 due to our successful elimination Strategy.

Our ability to recover from the COVID-19 pandemic and relax pub(c health controls relies on
the availability of safe and effective COVID-19 vaccines.-The global’demand for COVID-19
vaccines continues to be high, and capacity to manufacture successful vaccine candidates is
heavily constrained worldwide. This is expected to be the case for some time.

Ministers have previously agreed to a COVID-19 vaccine purchasing strategy and a framework to
guide purchase decisions

3.

In May, Cabinet agreed a purchasing,strategy to support acquisition of COVID-19 vaccines
[CAB 20-MIN-0382]. A portfolio ap‘prc%ch is intended to manage a range of risks and Qrovide
safe and effective vaccines'to chg\c;se from for early deployment as part of New Zealan\d‘s
immunisation strategy. This.improves the chances of acquiring vaccines that can“suppo\r)(
achieving population-cover from COVID-19 in a timely manner. The construction-of the
portfolio therefore rquijes the selection of vaccine candidates that ensure divers\ity across
technology platforfns; vaccine characteristics, suppliers, and timeframes; and that are suitable
for use in the-Realm-of New Zealand and other Polynesian countries:

In Aug@t, Cabinet established a tagged contingency of up to~$600 million [CAB-20-MIN-382]
inorder o finance advance purchase agreements (APAs) of potential COVID-19 vaccines and
to.feet additional early costs for Government’s immunisa\tior{ programme. Cabinet delegated
purchase decisions to the Prime Minister, the Minister-of Finance, the Minister of Research,
Science and Innovation and the Minister of i—ﬁel}h (Joint\l\\/linisters).

Joint Ministers have agreed a decision-making framework to assess vaccine candidates to
guide acquisition choices (briefing MBIE 2021 L 0662 refers). The application of the framework
criteria is intended to ensure that APAs-align-with New Zealand’s overall objectives for
responding to COVID-19 andrecognise, that our decisions on advance purchasing will be
made on the basis of earl;/—‘stabé information.

Once concluded, APAs will commit New Zealand to the purchase of vaccines, conditional on
successful clinical trials of the vaccine candidate and regulatory approval in New Zealand.
Money spent on APAs will be lost if the development is unsuccessful, if the candidate is found
to be unsuitable for, deployment as part of the Government's preferred immunisation strategy,
or if the supply.is‘in excess of what is required under that strategy and cannot be on-sold. In
the current.global context, this is the cost of attempting to secure supply of vaccines that are
still'being. developed.

In effect the cost of COVID-19 vaccines includes the ‘insurance premium’ of pre-purchasing a
portfolio that manages risk and provides sufficient options to implement our preferred
immunisation programme. COVID-19 vaccines need to play a different role in New Zealand
compared to countries with uncontrolled spread of COVID-19. That is because in the latter,
even marginally effective vaccines that are administered to any proportion of their population
will likely be an improvement on their status quo. For us, on the other hand, we need to use
the most effective vaccines, and aim for broad vaccination uptake, to reach the level of
population cover that would support safely reconnecting with the world and moving away from
more blunt and costly public health measures.

It is still too early to tell which vaccine will be ideal for New Zealand and Polynesian countries.
It's also likely we will need a range of vaccines for different people, to achieve the broadest
possible uptake. Combined with all the other uncertainties we are trying to manage, this is why
we have adopted a portfolio approach and accepted that the actual cost of an effective

Commercially sensitive MBIE 2021-1537



10.

11.

vaccination programme will be more than the vaccines that may eventually be used in New
Zealand’s immunisation programme.

As a consequence of their accelerated development, vaccine manufacturers are requiring
COVID-19 vaccine APAs to indemnify them against product liability claims. In normal
circumstances the risk can be covered by insurance, but this will not be the case for COVID-19
vaccines where self-insurance and risk sharing between the parties.is required to secure
timely access to vaccines.

Decisions to be taken later, including whether to use these vaccines in New Zealand, or
whether to offer any vaccines to Polynesia, will deQend on their suitability for deployment,
either as part of New Zealand's immunisation strategy, or in Polynesia.

Discussion with international counterparts-and\media announcements indicate a number of
like-minded countries have reservedlarge quantities of a number of vaccine candidates
through APAs in order to mitigate the risk that vaccine candidates could fail.

A ‘core portfolio’ of COVID-19 vaccines to support achieving population
cover from COVID@ouId be settled before the end of the year

12.

14.

15.

16.

17.

The ‘ideal’ vacc{e is\not yet available to buy. in order to have high confidence of achieving the
objective of acquiring sufficient safe and effective vaccines for timely.use in New Zealand and
Polynesia, ourportfolio requires four vaccine candidates available in quantities to provide
broad poﬁxlation cover. From information available now, four candid\‘gtes represent the point at
which we consider the portfolio will have sufficient diversity to m}nage risks with respect to
technology platform, vaccine characteristics, global supply constraints and failure to achieve
timely regulatory approval (MBIE briefing 2021-1124 ref‘e*s).

From the vaccine candidates globally under.development we have progressed negotiations
with eight targeted vaccine suppliers. The'COVID-19 Vaccine Strategy Taskforce have
prioritised concluding negotiations with four of those suppliers by the end of the year: Pfizer
Inc, AstraZeneca Ltd (AstraZeneca), Janssen Pharmaceutica NV (Janssen) and Novavax Inc.
(Novavax). Together these APAs wilkgive us a promising ‘core portfolio’. The composition of
the portfolio aligns with the app%ach taken by other advanced economies through their APAs.

Information about these candidates is broadly promising and we do not have any major
concerns from ea(ly\clinical trial information. The table in Annex Two summarises the
population coverage being sought, price and delivery times being negotiated for the four
priority vaccine candidate targets.

In-advancing these four negotiations we have relied on commercial, legal and expert scientific
advice. We have assessed these offers against the vaccine purchase framework (see
discussion from paragraph 26), and our negotiation priorities. We also received advice and
endorsement from portfolio managers of financial portfolios on the overall approach to the
construction of our vaccine portfolio.

Joint Ministers have agreed to terms to purchase 750,000 courses and five million courses of
vaccine candidates from Pfizer and Janssen respectively (MBIE briefings 2021-0996 and
2021-1195 refer). AstraZeneca’s offer is outlined below. Negotiations are at an advanced
stage with Novavax. We will advise you on terms for that purchase and on an offer for
additional vaccines from Pfizer.

The AstraZeneca offer is time-limited, and it is imperative that the supply agreement is
concluded without delay because New Zealand's vaccine allocation is held temporarily from
the global allocation. We are therefore advising you on purchase decisions as each
negotiation concludes. There is limited control over the sequence of purchases. As discussed
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below, we have signalled our interest in acquiring more AstraZeneca vaccines through the
COVAX Facility.

18. Itis likely that our vaccine portfolio approach will ensure New Zealand and Polynesia have
access to a safe and effective vaccine candidate suitable for use in the immunisation
programme. However, additional purchases may be required at adater.stage to give the
portfolio enough options to create a higher degree of confidence.

The purchase from AstraZeneca could provide sufficient COVID-19
vaccines for broad population cover

19. AstraZeneca has offered New Zealand 3.8 mﬂlion\ courses of its vaccine candidate (known as
AZD1222) for delivery as early as the seeoqc&q\uarter of 2021. This is the amount available to
New Zealand at this time. The candidate'is 2 oﬁreplicating viral vector vaccine administered
intra-muscularly in two doses atdeast.anghth apart." It will cost FRXEINSRIEG \ hich
AstraZeneca represents as aﬁ\\ot-for-pnéﬁt global pandemic price. If successfully developed

and delivered this vaccine‘purchase.will cost FEPHIS@BI (\hich requires a total of |

-

B(2)(ba)(i), 9(2)(ba)(ii) S s sy,

20. Non-replicating viral vector vaccines are a relatively new technology. The viral vector used in
the'vaccine candidate has been used previously in a MERS vacgine, and there have been
unlicensed vaccines based on the same platform for malaria h Vinfluenza, hepatitis C,
tuberculosis, Ebola and others.

21.-,“Similarly to the negotiations with the other three-priority vaccine candidate suppliers,
negotiations with AstraZeneca have been pr-iqitiseq/because there is high confidence in the

ability of the supplier to develop, manufa% and deliver a COVID-19 vaccine to required
quality standards.

22. While there are inherent risks to\trl\e delivery time of all vaccine candidates, there is a potential
to receive a large number ‘of\doses.of this vaccine before the end of 2021, which would
support efforts to prevent an}manage the risk of COVID-19 in a timely manner.

o

23. The Ministry of Health'is:leading on the COVID-19 Immunisation Programme, which will
provide an ‘operTonal blueprint’ for rolling out the vaccine once it is available.

24. The terms of AstraZeneca’s offer to sell the vaccines to New Zealand are contained in the

legally binding/supply agreement attached as Annex One. B(2)(Ba)(i). 8(2}(ba)ii)’

We ‘recommend purchasing the AstraZeneca COVID-19 vaccine
candidate

25. We believe there is a strong rationale to sign the purchase agreement because:

. Subject to successful clinical trials, this vaccine will be able to provide broad population
cover in a timeframe suitable for the immunisation programme.

! The candidate works by carrying DNA into human cells that then produce vaccine antigen (SARS-CoV-2
virus spike protein). The antigen elicits an immune response to the disease.

2 The sale price is denominated in USD and the vaccine costs P@Yba)(i)'--Wﬁ)@?’ﬂ#sing today’s indicative

NZD-USD exchange rate of 0.6595 the estimated cost of each vaccine is f "=l There is a foreign

exchange risk because the price is denominated in USD, and the Treasury have recommended including
headroom of|-’t_ “-_- ™ million to address that risk.
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AstraZeneca, as part of a global operation, has a very strong track record in producing
safe and efficacious pharmaceutical products for use globally and in New Zealand. This
gives us confidence in their ability to develop, manufacture and deliver a vaccine to
prescribed standards.

We have negotiated terms that we believe are satisfactory, and are in line with global
trends for COVID-19 vaccine advance purchase arrangements.

It is one of the most purchased vaccine candidates. Together, the USA, the UK, Canada,
Japan, Australia and the EU have advance purchase arrangements for over 430 million
courses of this vaccine candidate3. Many of these countries have used similar purchase
frameworks to ours, using their experts.to interrogate the early science results, trial
designs and manufacturing programmes: It is.also in the COVAX Facility portfolio.

The candidate is likely to be available to be delivered earlier than the Janssen vaccine
(the previously purchased broad population cover vaccine). At this stage we are able to
secure 3.8 million courses, which would provide broad, but not full, population cover for
New Zealand and the 'Realm.. However, it may be possible to secure additional amounts
through the COVAX Facility, should this be desirable for New Zealand’s immunisation
strategy.

Older-populations-tend to have dampened immune responses to vaccir)es. Early results
suggest that this vaccine is equally immunogenic in older and'younger’population
groups. The vaccine may also reduce transmission as it could beeffective against
asymptomatic infection. Recent research indicates that almost half of all people infected

with COVID-19 are asymptomatic. g\

While early results show some promise, as with.other.candidates, trial data suggest
there are temporary side-effects from the vaccinatio}'\, which may impact on the
implementation of an immunisation programme. However, side effects appear to be
lower in older people than other age groups vaccinated.

Overall, this vaccine appears. to meet the purchase framework criteria

26.

27

The vaccine purchase framework'is outlined in Annex Three. It considers expected vaccine
performance, expected availability and access, and contribution to portfolio balance and
strategic approach. Vaccine performance considers criteria such as safety profile,
effectiveness and ease of distribution across the population as a whole and to particular
population groups. Availability and access considers factors such as confidence in production,
contractual. terms and geopolitical dynamics and international risks. In advance of full vaccine
development and regulatory approval and in the absence of final data, the framework uses
proxies to’help inform choices.

We took a multi-agency approach in negotiations to strengthen the level of interrogation. We
have taken advice from Bell Gully, as well as from an independent scientific and clinical review
panel, to help inform our analysis of the offer and information about the vaccine candidate, the
developer and the supplier. Overall, we consider that the criteria in the framework have been
met to a satisfactory level. That analysis is discussed below, with further detail attached as
Annex Four.

3 The USA has purchased 150 million courses, the UK has purchased 50 million courses, Canada has
purchased 10 million courses, Japan has purchased 60 million courses, Australia has purchased 16 million
courses and the EU has purchased 150 million courses. The COVAX Facility has secured 150 million courses.
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Application of vaccine purchase framework criteria

Level of
Criteria Importance  Assessment of criteria satisfaction of
criteria
Performance | Safety profile and Critical As confident as we can A
effectiveness be from early information
Ease of High There may be some
distribution issues with vaccine
acceptance. Distribution VvV
is generally in line with
norms
APAs with other High Large number of APAs LA
countries concluded
Accessibility Production Critical Confidence in planned VA
production
Contracting High Satisfactory contractual A
terms negotiated
Inteﬁna{ional risk High International risk is low v vV
CGomparable price High International price e
offered to others achieved
Portfolio Portfolio fit Critical Good fit with portfolio V)
strategy

Key:.v".v_v¥" high satisfaction of criteria; v v'moderate satisfaction-of.criteria:¥ satisfaction of criteria; * criteria not met.

* From limited data. It will be essential to see data from"phase HlI'human trials for this candidate before drawing

conclusions about its safety, immunogenicity and efficacy:

The candidate shows some promise in terms of performance

28.

29.

1"

AstraZeneca and the University of Oxford released information about Phase lll clinical trial
results on 23 November. The maih regimen, consisting of two full doses given at least a month
apart, appeared to be 62 percent effective. But in a smaller group of participants who (due to a
dosing error) received a “half dose followed by a full second dose, the vaccine appeared to be
90 percent-effective: The half-dose/full-dose regimen looks promising, but there have been too
few cases’of CO\>ID 19 in the trial to make reliable judgements about the statistical
significance of the results at this stage. We also understand that the participants in the sub-
group that received the half-dose/full-dose regimen were all aged under 55, which may have
contributed to the high efficacy observed in that group. Further clinical trial results will validate
both'regimens in a larger number of people, which will provide more reliable information about
the efficacy of the two regimens. Care must be taken with all interim results, as they are based
on relatively small numbers and ongoing trial data will provide greater understanding of
vaccine performance. Commentary from the science review panel provided on 25 November
2020 is attached as Annex Five.

We will continue to monitor new information about safety and efficacy as clinical trial data
becomes available, and we note that more information will be availabie at the time decisions
are made whether to use the vaccine. Specifically, in relation to two criteria which contribute to
vaccine performance this candidate shows some promise:

» Safety — Previous (unlicensed) vaccines based on this platform are considered by the
developer to have a good safety profile in humans. Adenovirus-vectored vaccines have
also been researched and used extensively for decades with good safety profiles.
Reactogenicity (common adverse reactions such as headaches and fatigue) has been
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observed in early trials of all key vaccine candidates, which may have an impact on the
implementation of the immunisation programme, as well as potentially reducing the
acceptance of COVID-19 vaccines and routine immunisation programmes. ==

e As with other COVID-19 candidate vacc e‘s:-tgﬁere is the potential for safety issues
including disease enhancement after.vaccination. Additional data about safety will be
available from human trials at the time ‘a'decision is taken in New Zealand on whether
or not to use a vaccine. It may also be possible at that stage to mitigate perception
risks through communications:planned as part of the immunisation programme.

s Effectiveness — The interi:}m phase lll data builds on earlier phase /Il peer-revievwed
trial results, which have-shown that the vaccine induces strong antibody and white

Iood Il immune. responses across all ag
o\

e The vector in this vaccine is based on a chimpanzee\virus. This means that pre-
existing immunity (and theoretical risk of dampening.response to the vaccine) in
humans is likely to be lower for this vaccinexcompared to COVID-19 vaccines based on
a human viral vector. However, it is notiyet khown'if memory immune responses will
develop against the viral vector post-vaccination, and whether this will affect later
boosters.

Recent media statements about the efficacy.of vaccine candidates provide little new information

30. In the last two weeks Pfizer; Moderna and AstraZeneca have made media statements about
the efficacy of their vaccine candidates. We should be cautious about drawing conclusions
from these statements.about the suitability of their vaccines for our preferred portfolio
because:

o the statements are media messages rather than clinical data about the safety and efficacy of
the candidates and there is little that can be concluded other than there appears to be some
efficacy

«_-the claims of efficacy are not directly comparable between the candidates

 “regulators will need to view data to assess efficacy and safety, including to enable
comparisons to be made between the candidates.

31. There has been some media comment about manufacturing and testing errors that resulted in
the half-dose/full-dose regimen being given to some participants. These types of errors are not
unusual in clinical trials of pharmaceutical products, with risks expected to increase for
products being manufactured and tested at speed. AstraZeneca’s situation is not likely to be
an isolated case, and we have observed that other suppliers, such as Pfizer, are signalling
delays in the availability of information about their manufacture and quality control processes.

32. AstraZeneca consider that there is strong merit in continuing to further investigate the half-
dose/full-dose regimen. We are advised that they are evaluating the data and will work with
regulators on the best approach for further evaluation, however we do not know the timing of
the additional trials, or whether the trials and the regulatory approval of the second regimen
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would be completed before our vaccines are delivered. Existing clinical trials will continue as
planned, and AstraZeneca is preparing for regulatory submissions based on these trials.

Deployment requirements are within general expectations for COVID-19 vaccines

33. The vaccine is distributed using standard 2-8 degree Celsius cold cgain methods. You have
agreed to draw down $66.3 miliion from the tagged contingency-to.0rgently purchase critical
resources for the immunisation programme, including resources:to.support cold chain capacity
around New Zealand, of the type needed to deploy this vaccinccandidate (briefing MoH
20201744 refers).

The AstraZeneca candidate is one of the two most puichased vaccine candidates in our target
group

34. Animportant proxy indicator of vaccine perform fice is the extent to which APAs have been
concluded with other countries who‘have greater resources to vet candidates and use the f
same purchase frameworks to ours:-AstraZeneca has concluded arrangements with the USA,
the UK, Canada, Japan, Australia; the'EU and COVAX Facility for the sale of over 580 miillion
courses of its vaccine candidate \>

If the clinical trials are successful, there is strong confidence that AstraZeneca will be able.to upply
the vaccine to New Zealand

35. AstraZengga’s globdl operation is a highly reputable global biopharmaceutical/enterprise.
While-AstraZeneca has not supplied a vaccine in New Zealand, it Is @ major-supplier of
pharmaceuticals in New Zealand, including injectable products. T\here i’confidence in the
parenticompany to manufacture and deliver a product that meets New Zealand’s quality
standards. It does not appear that the supplier is selling abovethair capacity to deliver.

36. ' AstraZeneca has indicated that New Zealand’s vaccines are likely to be manufactured in the
United States. The United States has purchased 150 million courses of the AstraZeneca
candidate. B(2) - i
E e ) I Notwithstanding upcoming regime change, the White

House in October published an~Executive Order mandating that COVID-19 medicines and

medical supplies for United‘States.consumption should be purchased from US-owned

companies, and similar measures could be put in place to control the movement of COVID-19
vaccines into and out of the United States. B(a) ' 51 =

RSO Uni= Sl Al R D e =yl e e Astra Zeneca’s

geographically. diversified supply chains may also provide a mitigation.

Delivery schedules are'not certain, deliveries may be delayed and there is no guarantee of a

vaccine

37. (AstraZeneca has confirmed its expectation that New Zealand will receive vaccines from the
second quarter of 2021. However, the terms do not create fixed delivery obligations. This is
common to all candidates because vaccines are not yet approved for use in New Zealand,
trials are ongoing, and manufacturing scale-up has not been completed. Factors that will have
an impact on the eventual delivery schedule include when the supplier can provide data to
Medsafe for assessment, including further trialling data for the half-dose/full-dose regimen.

The vaccine is reasonably priced and is not expected to have significant additional administration
costs

38. The supplier has made a commitment to making their vaccine candidate__ava_ilatgle_ globally on
a not-for-profit basis during the emergency pandemic response period. ?g-)ﬂ)(ba)(l), 9(2)(ba)
_ _ : - i
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sEBads@Eayiy T | AstraZeneca will

probably transition to commercial pricing at the aa_ﬁﬁﬁ@ﬁ& pandemic period.

39. Distribution and deployment costs are generally likely to be within the normal range for
COVID-19 vaccines. However, recent information from interim phase.lil clinical trial data
suggests that the best immunological response may be achieved if the first dose contains half
the product of the second dose. It is not yet know if the dosing regimen-would follow this
format, but a regimen with this type of variation could increase-administrative complexity.

The vaccine could play an important role in the portfolio to provide broad population cover and be
effective for older people

40. Older populations tend to have dampened immupe responses to vaccines. Early results
suggest that this vaccine is equally immunogenic in older and younger population groups.
Older people are also at higher risk of severe outéomes from the disease and may benefit the
most from access to a vaccine that prevents.disease or reduces the severity of the illness.
This vaccine also appears to be less-reactogenic in older people than younger people

41. Similar to Janssen’s vaccine, the AstraZeneca vaccine could offer broad population cover-and
is based on non-replicating viral-vector technology. This is one of the three platform.types we
expect the ‘core-portfolio’ to include.

42. Broad pop@tion coverage purchases provide significant benefit to.the portfolio as they reduce
the need for multiple candidates to succeed before we are able to achieve-wide population
cover. On the other hand, the vaccines that could offer broad.coverage all have different
drawbacks that could prevent their widespread use. This.is \Wwhy we are building a portfolio of
vaccines: to maximise options for the immunisation programme, and increase our chances of
having safe and effective vaccines for popuIation-wideeronment. This reflects the approach
taken by other countries using similar purchase framgworks to ours, and a number have
purchase agreements for both the Janssen and /ﬁtréZ’eneca viral vector candidates.

43. Not purchasing the AstraZeneca candidate would have the following implications for the
portfolio:

o Assuming that additional-vaccines are purchased from Pfizer and an agreement is
concluded with Novavax, we may need to consider purchasing a different vaccine
candidate to form the ‘core portfolio of four candidates with wide coverage. There is
only one viable alternative at present, based on negotiations already underway. That
vaccine candidate has not yet reported results from human trials, and early issues
have been raised that could affect public trust and confidence in it. These issues may
be resolvable (or their impact may have been over-estimated), but we would be
unlikely to recommend purchasing that candidate until we have more information.

o If an alternative to the AstraZeneca vaccine candidate was not pursued, the portfolio
would only have two (or three if sufficient Pfizer vaccines are purchased) vaccine
candidates that provide broad population cover. It may still have one candidate from
each of the three main platforms we are targeting, but there would be reduced options
for the immunisation programme when deciding what vaccines to deploy and when.

The proposed terms permit passing on vaccines to Pacific countries with AstraZeneca’s consent

44. In August the previous Minister of Foreign Affairs agreed in principle that Official Development
Assistance (ODA) could be used to reimburse the cost of vaccines passed on to Polynesian
countries. The Minister of Foreign Affairs is expected to bring a paper to Cabinet in December
2020 seeking approval for a funding envelope from reprioritised ODA to give effect to this
decision.

45, AstraZeneca can foresee no specific issues which would impact distribution of this vaccine to
the Pacific at this stage, other than the need for refrigeration (which is less challenging than
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the frozen distribution required for some other candidates). B(2)(baji), 9(2)(ba)(ii) -

46. If a decision is made to use this vaccine for broad population coverin.New Zealand we cannot
be certain there will be sufficient quantity to offer it to wider Polynesia’beyond the Realm.
Australia has stated that it intends to donate AstraZeneca vaceines that are in excess of its
domestic needs. i

Opportunities for local manufacture of vaccines was sought as a méans of mitigating supply risks

47. The supplier has ruled out permitting the manufacture of its vaccines in New Zealand. They
indicated that their resources to exten {:Ieir manufacturing programme were stretched and
the quantities that could be producediin e\)/‘Zealand did not warrant redistributing those

resources. They have indicated that-New Zealand’s vaccines will likely be manufactured in (he
United States.

New Zealand is pursuing the opportunity to purchase more of this vaccine through the.COVAX:
Facility

48. Joint Ministgs\agreed o’purchase COVID-19 vaccines through COVAX (or up, to-50 percent of
New Zealand's and the Realm'’s aduit population and to join via its Optional Purchase
Arrang‘e\m\g t'(briefing MBIE-2021-0858 refers). Under this arrangementiywe will receive

‘purchase/Qgportunities’ (an option to purchase) for vaccine candidates as they are added to
the-Eacility's own portfolio. \

49 “We-have expressed interest in purchasing the first three candidates offered through the
Facility: Pfizer, AstraZeneca, and Sanofi/GSK<The Pfizer'and AstraZeneca opportunities
provide us with a potential pathway to top up_the’portfolio, while the Sanofi opportunity

provides us with a way of accessing a promising vaccine that we have not been able to secure
independently. CC

50. The COVAX Facility is still nggotiatiljg"with vaccine developers, there are still a range of
details (such as pricing and\\éjolumes) to be finalised before we are offered final purchase
options on these three candidates. Initial documentation from the Facility implies that this will

likely be around D_ece@fwo — February 2021.

Commercial considerations

v
51. We have._take)\egal and commercial advice from Bell Gully and others during the negotiation
_c\)&t]er s withAstraZeneca. PHARMAC has also been involved in the negotiations. We
sider that a good outcome has been achieved. Pi2)(Dajl), S et b T

= A AR T II — . el | VATE NN - —-—-I_—‘_-__; ='_ .
.~ Mutually acceptable outcomes have been achieved where New Z
make concessions.

52. The terms in the proposed supply agreement are in line with the negotiating priorities agreed
with the Vaccine Taskforce, and we understand they are in line with commercial expectations,
B(2)(ba)(i), 9(2)(Ba)(ii)” """ An outline of how the terms compare to negotiating
priorities is included in Annex Six.

53. In summary:

Price e The price is agreed, it is denominated in US dollars so there is some
foreign exchange risk. The Treasury has advised that it is preferable for
New Zealand to manage the exchange risk.
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This reflects the not-for-profit
pandemic price approach taken which shares development risk between
the parties.

.' D_elivé_r'y,' S_L_Ib'pl‘y__: » The number of vaccines secured is the maximur 1available at this stage,
and logistics though more can be sought through the COVAX\Facmty
ey e The commitment to supply is adjusted to‘take mtqaé:‘ount the uncertainty

Z A\
in vaccine development and reqwrements for regulatory approval.

NN\

e The supplier will use reasonable efforts to seek regulatory approval and to
supply the vaccine.

Addit/onal | e Vaccine courses in addltlon to\ge~3’8 million provided will be subject to a
~ courses and‘ subsequent agreement\
resale o Thereisan aplllt)(qc?bass on vaccines to Realm and Pacific countries. |
Loglstlcal support e None need ded- fL \\suppller ( (

- Commercial \ AR b \y
considerations a) ¥ _ AT

< 54\ \ AII\COVID 19 vaccine suppliers are requiring purch’a“seg\to provude them with indemnities to

N\ / _ \protect them against a range of risks. In normal cnrc\m\ tances many of these risks can be
\\h " covered by insurance, but in the case of COVID- 1@:\/;aecmes pharmaceutical companies have

\ < \/ told us that insurance is unavailable or rohlbltlvely expensive. A robust regulatory approval

D process is an important mitigation ef;fhe\ris\lg %9\ the Crown of providing the indemnities.

/\‘4
-

55. We expect this is because:

3
e As with all COVID-19 v<a\00| e, development, AstraZeneca is developing the vaccine in
accelerated clinical trials that are less likely than non-accelerated trials to detect

uncommon ac%xe\rsq\ef;ects or possible contraindications. COVID-19 vaccine trials are

expected-to be shorter and have fewer trial subjects than ordinary pharmaceutical
N\ AN . .

development which will reduce the known safety profile of the vaccine.

t\w
a)(ii)

o
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As for the Pfizer indemnity, B\'eﬂ,G lly has advised that the risks associated with ¢l img@?\>
tion; administration, and use of the AstraZeneca \(i(:grag\whfeh
e Accident Compensation Act seem likely to/bfe‘?e anelyal‘ow, with

ain steps to protect its position as far as [.;J\OS ble.
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64.

o e S R T

T 55 o Tl et e L

We will provide a business case to the Treasury on the indemnity provision negotiated. The
Minister of Finance can give an indemnity under section 65ZD of the Public Finance Act 1989
(PFA) if it appears to the Minister to be necessary or expedient inthg public interest to do so.
On the basis of the business case, the Treasury will advise the ‘Ministerof Finance on whether
the indemnity may be considered to meet the public interest test.in the’PFA. Your agreement
to the terms of the supply agreement will be subject to the Minister of Finance's agreement to
grant the indemnity.

We recommend drawing-down funding from the tagged contingency to
meet the cost of the purchase

65.

66.

67.

If you agree to purchase AstraZeneca’s vaccine candidate, a draw-down of @Mﬁi} from
the ‘Minimising the health impacts of COVID-19 — Tagged Operating Contingency’ will be
required to fund the purchase price for 3.8 million vaccines and headroom to address foreign
exchange risks. A draw-down is recommended at this stage because, while the final payments
for the purchase wilkbe contingent on the successful development of the vaccine, the
execution of the-supply agreement indicates a clear intention to purchase-the vaccines.

The draw-down would enable the following payments to be made:

Payment Timing

Initial payment

Delivery payments From second quarter of2021

Total

SRGD

We are seeking agreemeﬁ? to appropriate the total amount of funding into the current financial
year because the delivery and payment schedules are uncertain and are expected to fall in the
cusp betwéen the'current financial year and the next financial year. This will minimise the risk
of fun’dlng not'being available if all the payments are required to be made in the current
financial year. Also, to address the eventuality that payments will be required in the 2021/22
year{we recommend that you authorise the Minister of Finance and the Minister of Health to
transfer any unspent 2020/21 funding to the 2021/22 financial year.

Regulatory approvals will be a separate process

68.

18

No COVID-19 vaccine can be used as part of an immunisation programme within New
Zealand until it has received regulatory approval from Medsafe (and the Environmental
Protection Authority where relevant). Medsafe have agreed to a rolling submission from
AstraZeneca, to make the best use of information as it becomes available. The timeframe for
data to be sent to Medsafe have not been confirmed but AstraZeneca suggest a full set of data
will not be available until next year. The time required to achieve regulatory approval is to a
large extent dependent on the timeliness and quality of the information provided by suppliers
to regulators.

Commercially sensitive MBIE 2021-1537



69.

70.

Medsafe is actively considering options for expediting the approvals process in order to
evaluate a number of concurrent COVID-19 applications, while ensuring that vaccines meet
acceptable standards for efficacy, safety and quality. The timeliness and quality of the
information provided by suppliers to Medsafe can influence the length of the process for
regulatory approval.

This candidate may be subject to the Hazardous Substances aﬁ:d\New @rganisms Act 1996.
We understand the supplier is aware of their need to engage with{lBe nvironmental
Protection Authority.

Communications and publicity

71.

72.

73.

There is strong public interest in the efforts of pharmaceutical companies to develop effective
and timely COVID-19 vaccines, and-also.in which countries would likely have access to
vaccines once they have been developed and approved for use.

Subject to your agreementto execute the supply agreement and the Minister of Finance's
agreement to provide an indemnity, we will work with AstraZeneca and with Ministers’ offices
to discuss communications and-publicity opportunities. You may wish to consider aligning
media statements for. this purchase, and potentially others, with the planned-‘Unstoppabie
Summer’ communications campaign scheduled for the week of 14 Decxnjber.

We have\provid?d your offices with questions and answers for use-to respend to enquiries,
partic\.n‘arly in‘relation to recent media reports on the AstraZeneca interim trial results.

Next stePs

74.-,"Subject to your agreement to the supply agree@;nt, and-the Minister of Finance's agreement
to provide an indemnity to AstraZeneca, the Diréctor-General of Health will execute the supply
agreement on behalf of New Zealand

75. The advance payment will be made within-30"days of the conclusion of the supply agreement.

76.  We will report to you over the 'next few weeks on the outcomes of the negotiation with
Novavax and Pfizer.

Annexes

Annex One: Proposed-AstraZeneca supply agreement.

Annex T@: Priority 'vaccine candidates and contracted delivery schedules.

Annex Three: Summary of vaccine purchase framework.

Annex Four: Summary of vaccine purchase framework analysis.

Annex Five: Science review panel commentary.

Annex Six: Summary of comparison of supply terms to negotiation priorities.
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Annex One: Proposed AstraZeneca supply agreement




Annex Two: Priority vaccine candidates and contracted delivery
schedules




Annex Three: Vaccine purchase decision making framework

Ideal set of information for decision making:

1.

What wé’can assess in absence of full information from clinical trials:

' gaf_ety_profile

Vaccine performance

Effectiveness

Ease of distribution across population as a whole or for
particular population/ age groups especially Mé_ori
Immunity type: sterilising vs immuhity,fro_m'_d_is_ease

Availability and access

Production \1
o Confidence in company (qu istoric performance)
o Reliability of supply chains for raw materials
o Capacity (incl. domestic manufacturing and
flexibility) .~
o Licensingarrangements
o Delivery schedules
Price

Contractlng
-0 Type of purchasing agreement (e.g. future buy
options)
Type of partnership incl. with other c n_trles
Options to manufacture x \D

COVAX commitments .~

. Vaccine performance

: A\}éilable data on safety and effectiveness (likely to be
limited to preliminary or final results from Phases l/ll) [Note:

We are highly unlikely to enter into an APA with no
indication of safety and effectiveness]

Im_p'_qti'tance

CRITICAL

“CRITICAL

HIGH

MED

CRITICAL

HIGH
- HIGH

Importance

VERY HIGH

Safety and effectiveness projections of international experts VERY HIGH
VERY HIGH

Existing APAs by like-minded countries

Track record and reputation of the vaccine developer and

key scientists (including signals from regulators and CEPI)

Availability and access

Commercially sensitive

HIGH
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e Route to manufacture (arrangements in place; funding; CEPI VERY HIGH
support)

» Track record, reputation and reliability of manufacturer VERY HIGH
e Existing APAs by like-minded countries VERY HIGH
e International risk assessment HIGH

e Price offered to other countries VERY HIGH

3. Contribution to portfolio balance and strategic approach

To manage risks, the portfolio needs diversity across technology platforms,
suppliers, timeframes, and equitable population‘coverage (including the Pacific). This
will become more important over time as the portfolio builds.
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Annex Four: Summary of vaccine purchase framework analysis
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Annex Five: Science Review Panel Commentary

COVID-19 Vaccine Candidate Science Review Panel Commentary

AstraZeneca COVID-19 candidate vaccine

25th November 2020

AstraZeneca presented their candidate viral vector vaccine-to.the'Science Review Panel on 1%t October 2020.
There are currently no licenced vaccines using this’non-replieating viral vector (the ChAdOx1 simian
adenovirus-based vector) technology.

Data presented by AstraZeneca from phase 1/2 trials suggest that this candidate is immunogenic with
neutralising antibody at a level similar to tDat in convalescent sera {(sera from individuals who have recovered
from COVID-19 disease) in participants ah r 2 doses. Neutralising antibody titres were broadlg\s'milar in
those over 70 years and those in younger age groups after 2 doses of vaccine. These phase 1/2 data also
show this vaccine is reactogenic'with more than 50% of participants experiencing each of fatigue, headache,
malaise and muscle aches. In’keeping with experience for other vaccines, it is less reactogenic in older adults
than in younger.age-groups. Two serious adverse neurological events (classed as unlikely to be vaccine-
related by the'trial’s' Data and Safety Monitoring Board) have been recorded in human trials with this
vaccine, Additionally, the developer has not specified whether the produced corona-virus spike antigen is in
the pre-fusion conformation (considered to have less potential for'generating enhanced disease on re-
exposure than post-fusion form).

A'number of phase 3 clinical trials are in progress for-this'vaccine in the UK, USA, Brazil, India and Russia.
Trials will mainly include healthy individuals with some elderly participants. In particular, the phase 3 trial in
the UK includes 1000 participants aged over 70-years.and also children over the age of 5 years. Participants
with unstable/severe co-morbid conditions; immunosuppression (except for 50 HIV-infected individuals) and
pregnancy are excluded. AstraZeneca has.stated that the collection of safety data in phase 3 trials will be
continued to completion (12-24 months, depending on study) even if efficacy endpoints are achieved early.

On 23 November 2020, interim results from the Phase 3 clinical trial (UK, Brazil and South Africa) were
announced via a press'release: These data indicated a vaccine efficacy of 70.4%, based on 131 cases of
COVID-19 over 2 different'dosing regimens (both received 2-doses at least one month apart, but one arm
received-a halved first’dose). The half-dose followed by full-dose regimen had higher efficacy (90%) than the
twofull-doses regimen (62%), although the precision of these point estimates is unclear, so they may not be
statistically. distinguishable. The reason for differences in reported effectiveness of the two different dosing
regimens is unclear, although there may be plausible immunological reasons. Regardless, it is critical to first
review the detailed analysis of the completed study with greater participant numbers in order to see
whether this difference is confirmed. Detailed results of the Phase 3 study are also needed to determine if
efficacy varies by important sub-groups (e.g. older age), but importantly there were no COVID-19 cases who
were hospitalised or otherwise classified as severe in vaccine recipients. Additionally, and unlike some other
COVID-19 candidate vaccines, efficacy against asymptomatic infection is being assessed, with early data
suggesting lower rates of asymptomatic infection in vaccines.

This vaccine is being tested as a 2-dose vaccine regimen given one month apart. It will be presented in

multidose vials (up to 10 doses per vial), to be distributed in New Zealand at 2-8°C, which is in line with the
NZ standard cold chain for vaccine distribution. Currently, the vial should be used within 4 hours of opening
{work is ongoing to assess if longer is possible). While there will be some data for children over the age of 5
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years from the UK phase 3 trial, we do not yet know if applications for initial licensure will include children.
Although data from non-human primates suggested that viral replication may still occur in the upper
respiratory tract in vaccinated individuals, the developer states that early phase 3 trial data suggest that the
vaccine may lead to a reduction in transmission as well as disease. As for initial use of all available vaccines,
high-risk groups and frontline workers are likely to be targeted first. By the tiqe coverage across the whole
population is being contemplated, more data should be available to inform'best use in other population
groups. If an initial half-dose proves to be important, there will be logistical issues:in ensuring that this is
received first, requiring robust procedures to ensure it.

AstraZeneca are aiming to produce 2 billion doses of vaccine: This will require substantial supply chain and
manufacturing planning which is in progress. The developers hopeto complete their dossier for EMA by the
end of 2020, which would mean potential approvaliinJanuary 2021. Expected delivery dates to New Zealand
are still being investigated, but developers suggest.Q3)of 2021 (or possibly small amounts earlier) may be
viable. New Zealand’s supply is currently planned to be produced in the USA rather than Australia which inay
present issues for supply. Cold chain requirements will be very important in the Pacific. AstraZeneca ca
foresee no specific issues which would impact distribution of this vaccine to Pacific nations at this stage,
other than standard (2-8°C)-cold chain-requirements, which are already in place.
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Annex Six: Summary of comparison of supply terms to negotiation
priorities
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BRIEFING

Commitment to purchase COVID-19 vaccines from Pfizer Inc.

‘ Date: 2 October 2026 Priority: Uré_ent

i Security Sensitive Tracking 2021-0996

{ classification: number:

_Action sought - N _ \ )

' - | Action sought Deadline g

Rt Hon Jacinda Ardern
Prime Minister

Hon Grant Robertson
Minister of Finance

Hon Dr Megan Woods
Minister of Research; Science
and Innovation

Hon Chris Hipkins
‘Minister of Health

Contact for telephone discussion (if required)-.

-Agree-to.commit New Zealand to

| binding terms that will form the basis
of a Definitive Agreement with Pfizer
Inc. to purchase 750,000 courses of
a potential vaccine against COVID-
19.

5 October 2020

Name Position

Telephone

1st contact

Poppy Haynes

Manager, CQVID-19 Vaccine
Purchase, MBIE. "

v

Maree Roberts
| Strategy &

Députy Director-General, System

Policy, MoH

Bhagee Ramanathaﬁ-

P [
i lea

-

Principal Policy Advisor, MBIE

‘ The followihg dep'artmentslggencies have been consulted

l PHARMAC, MBIE, MoH, MFAT, Treasury, DPMC

Minister’s office to complete:

Comments

[J Approved

{7 Noted

[]Seen

(] See Minister's Notes

(] Declined

[ ] Needs change

] Overtaken by Events
(] Withdrawn



MINISTRY OF BUSINESS,
INNOVATION & EMPLOYMENT
HIKINA WHAKATUTUKI

BRIEFING

Commitment to purchase COVID-19 vaccines from Pfizer Inc.

ﬁ)ate: 2 Octbber 2026 Priority: Urgent i
Security Sensitive Tracking 2021-60996

classification: number:

Purpose

Seek approval to commit to binding terms that will form:the-basis of a Definitive Agreement to
purchase 750,000 courses of a potential vaccine against COVID-19 from Pfizer Inc., which is
expected to be delivered in the first half of 2021 (subject to the successful development and
regulatory approval of the vaccine).

Executive summary
Background

The global demand for COVID~19 vaccines continues to be high, with capacity to- manufacture
successful vaccine candldat( s heavily constrained worldwide. This constraint.is expected to
continue for.some time:

In May, Cabinet approved the COVID-19 Vaccine Strategy [CAB-20-MIN-0229.01] with the
objective.of ensuring access to a safe and effective vaccine. In'/August;.Cabinet established a
tagged contingency of up to $600 million [CAB-20-MIN-382] for purposes including the advance
purchase arrangements of potential COVID-19 vaccines.

You have agreed a decision-making framework to assess.vaccine candidates to guide acquisition
choices (MBIE: 2021 — 0662 refers). The purchasing strategy aims to pre-purchase a number of
potential vaccines at a stage where theystill carry-a‘high development risk. We have early
information about their performance, information about manufacturing processes and plans, and

other countries’ conclusions on decisions to'enter into advance purchase arrangements. Money
spent on advance purchases méy be\g st if the development is unsuccessful, or if the candidate is
found to be unsuitable for deployment as part of the Government’s preferred immunisation
strategy. This is the cost.of attempting to secure supply in the current global context.

Opportunity to acquire a candidate with a relatively early delivery date

As part of work to_construct the portfolio we have been negotiating with the suppliers of priority
vaccine candidate-targets and now have an op ortumt to rchase750 000 course of an mRNA
vaccine from Pfizer for a total of HEISIVE SRR S AT : i

~ If the development is successful and regulatory approval recelved Pflzer beheves it can
begm to deliver in the first half of 2021. High global demand and constrained supply mean this is a
highly time limited offer, IZRRIEGEIARSESEENE
P A D S b i = fo e

ﬂh A S o et e 123 ETE ik

We have taken advice from Bell Gully, commercial advisors, and an independent science advisory
panel, during the negotiation. PHARMAC has also been involved. The negotiated offer is in the
form of a binding term sheet and attached in Annex One.

We recommend accepting the offer because this vaccine candidate has the potential to provide
early access to a safe and efficacious vaccine that can be delivered and used in New Zealand in
the first part of 2021. Early access is a key requirement for our portfolio.

The supplier and the vaccine candidate satisfy the requirements in the vaccine purchase
framework, and suitable commercial terms have been negotiated. In summary:



o Pfizer has a proven track record for their ability to develop, manufacture and deliver a
product that meets New Zealand’s quality standards, and the vaccine is likely to be among
one the earliest available for regulatory review and use in New Zealand. A number of
comparator countries, such as Canada, the UK and the US already have advance purchase
agreements with Pfizer. Current information on safety and efficacy show that the vaccine is
promising and developing in line with expected performance norms: There are logistical
and delivery issues that are in the process of being resolved.

e The binding terms negotiated with Pfizer are in line with-the\negotiating priorities approved
by the Vaccine Strategy Taskforce. - “

RO (2)(ba) (). 9(2)(bai) A oL e T i, e 1T

' we.are advised that the negotiated indemnity is
in practice very close to the scope of ACE, a\ﬁg risks are relatively low overall. We will
provide a business case to the Treasur/y\orﬁ:\e indemnity provision. The Minister of
Finance’'s agreement will be soug%t the'time the Definitive Agreement is finalised.

Contribution to portfolio

PR URIEENN = & ST T R i | there''s inherent
risk with expected delivery.dates of all COVID-19 vaccine candidates. However af'this tage it
appears to be the oql viaaeu;nd globally available candidate with a prospectf;f‘del{ve and
potential to be pproved for use in New Zealand in the first part of 2021. E\arly access to a safe,

efficacious vacciné will'\be key in prioritising the protection of New Zealandérs.at hidhest risk of
infection. 9(2)(ba)(i_), 9(2)§ba)(ii)- ' } A ' : : '

" Also, in our negotiations, no other developer has offered delivery of vaccines as
early as Pfizerhave. As well as not having access to an early vaccine; not including the Pfizer
candidate.in the portfolio risks reducing the technology divers‘it?\in he portfolio.

This'vaccine is required to be stored at -70 degrees Celsius, which makes it unlikely to be suitable
for delivery in Polynesia. Other APAs being negotiated are’more like to present better options for
delivery in Polynesia.

Regulatory approval

We will take delivery of supplies%nce regulatory approval is obtained, so safety and effectiveness
are necessary conditions that will be satisfied before these vaccines are available to be deployed.
We understand from Medsafe that Pfizer have provided pre-submission information and is
expected to make an application'near the end of the year. Medsafe advise they are increasing their
resources in order to.expedite the evaluation of a number of concurrent COVID-19 applications,
while ensuring that vaccines meet acceptable standards for efficacy, safety, and quality.

Next steps

Subject'to.your agreement to the recommendations in this briefing the Director-General of Health,
on behalf of the New Zealand Government, will sign the binding term sheet attached at Annex
One. le)on the execution of the term sheet we will negotiate the Definitive Agreement. Your
approval will be sought for the terms of that arrangement and for the drawdown of [ aad
the vaccine purchase contingency for the advance payment.

from

We hope to reach agreement on purchase terms and conditions for two other vaccine candidates
within the next two weeks.

Subject to your agreement to execute the binding term sheet, we will work with Pfizer to plan
communications and publicity opportunities, including ‘bundling’ a number of announcements.



Recommended action

The Ministry of Business, Innovation and Employment, and the Ministry of Health recommend that

you:

a)

b)

c)

9

h)

)

Note, in May Cabinet approved the COVID-19 Vaccine Strategy [CAB-20-MIN-0229.01]
with the objective of ensuring access to a safe and effective vaccine to implement the
Government’s preferred immunisation strategy at the earliest possible time.

Noted

Note, in August Cabinet established a tagged contingency of up to $600 million [CAB-20-
MIN—382] for purposes including the advance purchase arrangements of potential
COVID-19 vaccines, noting that early investment is_urgently needed to secure options for
future access to potential vaccines.

Noted

Note, an unprecedented global heaith crisis continues and the New Zealand population
remains almost totally susceptible to COVID-19 due to our successful elimination
strategy.

Noted

Note, the global demand for COVID-19 vaccines continues to be high, and capacity to
manufacture successful vaccine candidates is heavily constrained worldwide, and likely
to-be constrained for some time.

Noted

Note, last month joint Ministers agreed a decision-making framework to assess vaccine
candidates to guide acquisition choices (MBIE‘2021)~ 0662 refers).
Noted

Note, we have been assessing vaccine candidates prioritised by the Vaccine Taskforce
against the purchase framework, taking advice from legal, commercial and science
advisors to negotiate terms for.the .advance purchase of those candidates.

Noted

Note, we have negotiated ‘an-offer from Pfizer for the purchase of an mRNA vaccine
candidate that is likely to be in the group that is earliest available.
Noted

Note, the vaccine candidate may have the benefit of timeliness, and could potentially be
a‘key part'to managing our health care services, and protecting the population from new
incursions of COVID-19 through the vaccination of those most at risk of contracting and
spreading COVID-19.

Noted

Note, the negotiations have been carried out W|th advice from Iealcommermal and
science exerts PR ER( R Ca) ) I S S ST o

Noted

Agree, subject to the agreement of the Minister of Finance to provide an indemnity to
Pfizer Inc. and BioNTech, to commit to binding terms that will form the basis of a



k)

Definitive Agreement with Pfizer Inc. to purchase 750,000 courses of COVID-19 vaccines
that are attached in Annex One.

Agree / Disagree

Agree, subject to your agreement to recommendation j) above, the Director-General of
Health sign the binding term sheet on behalf of the New Zealand Government to give
effect to that decision.

Agree / Disagree

Note, if you agree to the recommendation in<j)above we will seek your approval for the
conclusion of a Definitive Agreement with PfizerInc.’and to drawdown X R from the
“Minimising the health impacts of COVID-19~ tagged operating contingency (tagged

contingency)” for the advance payment to, Pfizér Inc.

Noted

Note, a further drawdown, of JEEIEEISRIN \vil| be required next year from the “Mmlmlsmg

e e ]
the health impacts.of COVID-19 — tagged operating contingency (tagged con Qgency)
fund the ‘remainder payments’ to Pfizer Inc. )
Noted

Note, you-have received a paper from the Ministry of Health requesting approval to draw
down $65.3 million from the tagged contingency to urgently purchase critical resources
for:the immunisation programme, including resources to support vaccines of the nature
that would be supplied under the proposed agreement..(MoH 20201744 refers).

Noted

Note, other negotiations for the advance purchase of COVID-19 vaccines are underway
and two are expected to be concluded-in-the next few weeks.

Noted

Rt Hon Jacinda-Ardern

Prime Minister

.......... l.....

Hon Dr Megan Woods
Minister for Research, Science, Innovation

Hon Grant Robertson

Minister of Finance

..... looid.....

Hon Chris Hipkins
Minister for Health

..... loooid.....



Maree Roberts Dr Peter Crabtree
Deputy Director General, Ministry of Health GM, Science, Innovation, International,
Ministry of Health MBIE



Background

Global demand for vaccines remains high

1. The global demand for COVID-19 vaccines continues to be high, and capacity to
manufacture successful vaccine candidates is heavily constrained worldwide. This is
expected to be the case for some time. Globally, there are around200 vaccine candidates
under development. All vaccine candidates are still undergoinglinical development and trial
and therefore carry a high level of development risk.

2. Anunprecedented health crisis continues worldwide, and'the New Zealand population
remains almost totally susceptible to COVID-19 due tgur successful elimination strategy.

Ministers have previously agreed to a purchasing stategy .and a framework to guide purchase
decisions

3.  In May, Cabinet agreed the purchasing'strategy to support acquisition of COVID-19 vaccines
[CAB 20-MIN-0382]. This recognisgd-the need for Government to build a portfolio of vaccine
investments through the urgent'ne o\tiation of a number of advance purchase agreeménts
(APAs) for safe’and effective vaccines that are likely to be approved by Medsafe in a timely.
manner for use in New-Zealand.

4.  In August, Cabinet established a tagged contingency of up to $600 million [CA&WMIN—
382] for purposes-including the advance purchase arrangements of potential COVID-19
vaccines, noting that early investment is urgently needed to secure-options for future access
to potential vaccines.

5. You-have previously agreed a decision-making framework to\}ssess vaccine candidates to
guide acquisition choices (MBIE: 2021 — 0662 refers). The application of the framework
criteria is intended to ensure that negotiations with vaccine 'developers aligns with New
Zealand's overall objectives for responding to COVID-19-and recognises that, our decisions
on advance purchasing will be made on the basis of early-stage information.

6. Once concluded, APAs would com{nit New_Zealand to the purchase of vaccines, conditional
on successful clinical trials of the vac\cine candidate. The subsequent decisions to use these
vaccines in New Zealand would be subject to New Zealand regulatory approval, and their
suitability for deployment as ‘part 6f New Zealand’s immunisation strategy.

Target candidates have beeh shortlisted but no APAs have been concluded

7. From the vaccine candidates globally under development, the COVID-19 Vaccine Strategy
Taskforce have prioritised a set of targets for the conclusion of APAs for New Zealand.

8. Withthe priorifi\sation of vaccine candidates and the decision making framework in place,
officials-have obtained additional information from vaccine developers as well as advice from
exp§r>ts to build detailed assessments of the priority target candidates.

9.% | No APAs have been concluded by New Zealand so far. Discussion with international
counterparts and media announcements indicate a number of like-minded countries have
reserved large quantities of vaccine doses in advance purchase arrangements.’

New Zealand has committed to the Options Arrangement offered by the COVAX Facility

10.  Earlier this month New Zealand entered into a binding commitment to the Options
Arrangement available through the COVAX Facility (briefing MBIE-2021-0858 refers). A
drawdown of $35 million will be made from the tagged contingency of $600 million to provide

! The UK has bought up to 185 million courses, if Janssen’s candidate can be successfully delivered in a
single dose. This is 2.8 times the amount required to immunise their population. The EU has up to 740
million courses (with options for additional purchases), which is 1.6 times the amount required to immunise
their population of 446 million. Canada has bought around 150 million courses, which is 3.9 times the
courses required to immunise their poputation.



for this commitment. Around 70 self-financing economies have also made commitments to
the Facility, with further expected to sign. The COVAX Facility is continuing to be developed.
Participation in the facility is an integral component of our vaccine purchase strategy and
complements our bilateral purchase arrangements and spreads risk by providing an
opportunity to access a potentially broader portfolio of vaccines.

We have an opportunity to purchase 750,000 course\S'cof"a mRNA vaccine
developed by Pfizer Inc.

Pfizer Inc. has offered to sell New Zealand 750,000 courses of its COVID-19 vaccine, which is
anticipated to be delivered during 2021

11.  Pfizer Inc. (supplier) has offered New Zeala|4750,0002 courses (1.5 million doses) of its
vaccine candidate (known as BNT 162);-an mRNA?2 vaccine. Subject to successful trials and
regulatory approval, the supplier expects to deliver the vaccine over the flrst three quarters of

2021 The vaccine will cost FRICIERAIIY ' : -

The vaccine consists of two doses?, each delivered intramuscularly 28 days apart:

12.  RNA vaccines have the advantage of speedy development — they can be quickly.designed
and manufactured. However, they have never been approved for human use.outside’'medical
research.

13. Negotiations-with this supplier have been prioritised because there.is high-confidence in the
ablllty\of the supplier to develop, manufacture and deliver a.vaccine to prescribed quality
standards. Also, subject to successful clinical trials, this vaccine is likely to be within the first
group-of COVID-19 vaccines to become available for wide'use (.. beyond emergency use).

14. Vﬁﬂle there are inherent risks to the delivery time of\gll vaccine candidates, the potential
timeliness of the candidate could allow early vaccination of groups most at risk of contracting
and spreading COVID-19, which is supported by the' World Health Organisation’s framework
for allocation and prioritisation of COVID-19 vaccination. It may also be considered for use in
outbreak management.

15. The development of a prioritisation framework in conjunction with the COVID-19
immunisation strategy will determine how the Pfizer vaccine will be used to support the
Government’s overall elimination strategy and equity considerations.

16. We understand %up lier has begun engagement with Medsafe with a view to providing
early information 56 a pre-curser to an application for regulatory approval.

17. The-offer.from Pfizer is made in the form of a binding term sheet, and is attached as Annex
_QOne. It\contalns the essential terms of the arrangement that once executed commits both
< parties to endeavour in good faith to conclude a Definitive Agreement within four weeks. The
. Definitive Agreement is likely to contain other non-essential terms typically found in
‘pharmaceutical supply and funding agreements, including terms in past agreements between

9(2)(ba)(fi)

RNA vaccines contain a strip of genetic material within a fat bubble. Once inside the cell, the RNA
generates a protein found on the surface of the virus. The immune system, presented with the protein, learns
to recognise the virus.

MO(2)(ba)(i) & (")

: 9(2)(ba)(|) 9(2)(ba (")




9(2)(ba)(i) & (ii)

18. ltis Pfizer's expectation that the binding term sheet is executed before negotiations can
commence on the Definitive Agreement.

19. If New Zealand does not conclude an APA with Pfizer at this time; itis.likely that we will lose
the ability to purchase this vaccine for at least a further 18 months (with-the exception of
what might become available through the COVAX Facility if, Pfizer participates in that
arrangement). This is due to the high global demand for vaccines, particularly those
expected to be delivered early. &

We recommend purchasing the Pfizer '\_/accine

20. We seek your approval to purchase‘the available doses of the Pfizer vaccine. There is a

limited window of time in which Pfizerwill reserve the doses for New Zealand _I:)zi(it)’.'?)(‘)ﬁg(z}(f.__

e R ~ Wehave analysed the offer against the vaccine purchase
framework previously-agreed by joint ministers and found it satisfies the criteria\in\the
framework. We belicve there is a strong rationale to sign the binding term sheetbecause:

a.  Subject to successful clinical trials, this vaccine is likely to be the earlie} safe and
efficacious vaccine we have access to, and would be a critical resource’should we wish
or.need-to vaccinate key groups in the first half of next year:

b.~> The logistical complexity created by the vaccine’s-need for ultra-cold (-70°) storage is
surmountable, and is outweighed by the potential benefit of having early access to a
COVID-19 vaccine. :

c.  We have negotiated terms that we believe arg satisfactory, and are in line with global
trends for COVID-19 vaccine advance purchase arrangements.

d.  We have confidence in Pfizer's ability-to develop, manufacture and deliver a vaccine to
prescribed quality standa‘rdg\

e.  Comparator countries have advance purchase agreements with Pfizer to secure early
access to vaccines. Together, the US, UK, Canada and Japan have advance purchase
arrangemqqts with Bfizer for around 135 million courses of this vaccine candidate. We
understand\th(a\EU, Australia, and the COVAX Facility are also negotiating advance

purchase arrangements with Pfizer. Comparator countries have used similar

frameworks fo ours, using their experts to interrogate the early science results, trial

designs-and manufacturing programs.

fi We have undertaken our own framework analysis, using advice from an independent
science review panel that has led us to the same position.

g-  Without this candidate our portfolio may lack two important components. The portfolio
should include a portion of vaccines that can be obtained at the earliest possible time.
Also, the portfolio should include vaccines based on a range of technology platforms,
both relatively untested such as RNA and those that use more traditional platforms and
technologies. The safety and efficacy of the other RNA candidate in the target group is
not as promising.

21. Below and in Annex Three we set out our analysis against the framework more fuily.

The vaccine purchase framework seeks to align purchase decisions with the vaccine purchase
strategy using the information available at the time

22. The framework is summarised in Annex Two. Its broad approach considers:



23.

24.

Vaccine performance considers criteria such as safety profile, effectiveness and ease of
distribution across the population as a whole and to particular.population groups. Availability
and access considers factors such as confidence in production; contractual terms and
geopolitical dynamics and international risks.

Ideally, New Zealand will only want to enterinto-advance purchase agreements that meet
minimum standards around safety and effe"‘cti\\/eaess. However, given intense global
competition for vaccines in a contextwhere there will be continuing production constraints in
the short to medium term, we will-need.to make decisions whether to enter into binding
agreements based on the bestiinformation available at the time. In advance of full vaccine
development and regulatory approval and in the absence of final data, the framework uses
proxies to help inform choices.

From the information.available now, overall the offer satisfies the criteria in the vaccine purchase
framework

25.

A multi-agency approach was taken in negotiations to strengthen‘the level of interrogation.
We have taken advice from Bell Gully, as well as from an independent scientific and clinical
review, paneb, to help inform our analysis of the offer and information. about the vaccine
candidate, the developer and the supplier. Overall, we éonsiderthat the criteria in the
framework have been met to a satisfactory level. That analysis is discussed below, with
further detail attached as Annex Three.

Satisfaction of vaccine purchase framework cri?ria

Level of
Criteria Importance Assessment of criteria satisfaction of
criteria®
Target Within priority Group A, Group A, and high
priority group, and high confidence AT
confidence in importance
ranking
Confidence in High High confidence
= . v v v
priority ranking
Performance Safety profile Critical As confident as we can
be from information v v
available now
Effectiveness Critical As confident as we can
be from information v v
available now
Ease of High | Some logistical and
distribution training complexities, v
with cost and risk
attached
Accessibility Production Critical Confident VvV
Contracting High Confident v v
International risk High Low risk vV




Comparable price High Confident Vi
offered to others
Portfolio Portfolio fit Critical Good fit with portfolio A
strategy

*Key: v v v high satisfaction of criteria; v v'moderate satisfaction of criteria; v satisfaction of criteria; * criteria not met.

We have high confidence in the vaccine candidate’s priority target ranking and in the developer
and supplier

26. The Pfizer candidate is ranked in the highest priorify group within the targets selected by the
Taskforce. There is high confidence in Pfizer's and BioNTech'’s science-to vaccine capability.
Their speed and scale are strengths. Pfizer-has a very strong track record in producing safe
and efficacious human vaccines for use‘globally.and is one of the world’s largest
pharmaceutical firms.

We have confidence in the vaccine cand date’s potential performance

27. Asis normal at this stage inthe.clinical trials, limited information is available abo(it the
vaccine candidate’s performance. From what is possible to know now, the vaccine,candidate
shows some promise\in terms of early-stage clinical trial results, and theré-are \no undue
safety concerns a\t this stage. However, there are issues to be worked th oug%in relation to
additional'equipment and support needed for distributing the vaccine: V\/\e\will continue to
monitog new i@ormation about safety and efficacy as clinical trial'data becomes available,
and progress work to resolve issues in relation to distribution, through'the immunisation
strategy.

@8. Specifically, in relation to the three criteria which_contribute to vaccine performance:

» Safety — the candidate is in the process of Phase II/lil trials so it is not possible at this
stage to comment on its safety i felati n to New Zealand population groups. The
science review panel’s adv'kciis\baseJonly on information available to date, with
more information sought Qoam the supplier when it becomes available. The Panel has
concluded that while thereNarg [nherent risks with the development of any new
vaccine, as well as risks in-relation to the new (RNA) technology platform used, there
are not likely to be paQicu}ar issues with trial design in terms of safety (other than
relatively short follow up periods observed in all COVID-19 vaccine trials to date). By
the time a'decision-is likely to be taken in New Zealand on whether or not to use
vacejne, % itional data are likely to be available from other countries.

o< ‘Effectiveness - the scientific panel concluded that, from the data presented by the
supplier from Phase /Il trials, the results show some promise, with a comparatively
strong immune response (antibody production and T cell response) to vaccination
observed. They noted, that as expected, the immune response was dose-dependent
and reduced in older people. Efficacy results are expected by the end of October.

» Ease of distribution — the need to store the vaccine at -70 degrees Celsius makes this
candidate less suitable for wide-scale delivery in New Zealand (and not suitable for
the Polynesia), than some other vaccine candidates we are targeting. It is more
suited for centralised delivery or to be delivered in large work-places.

29. Planning to meet the logistical and workforce training required to support and administer this
candidate is being undertaken within MoH. Approval has been sought to draw down $65.3
million from the tagged contingency to urgently purchase critical resources for the
immunisation programme, including resources to support vaccines of the nature that would
be supplied under this agreement (MoH 20201744 refers).



30. An important proxy indicator of vaccine performance is the extent to which advance purchase
arrangements have been concluded with other comparator countries and with the COVAX
Facility. We know that arrangements have been concluded with the US, UK, Canada and
Japan for around 135 miillion courses. We understand the supplier is negotiating with the EU,
Australia, and the COVAX Facility. Other countries? have also recently concluded APAs with
Pfizer.

If the clinical trials are successful, there is high confidence that Pfizer will‘be able to supply the
vaccine to New Zealand

31. Pfizer has a proven track record for their ability to manufacture and deliver a product that
meets New Zealand’s quality standards. it does not appearthat the supplier is selling above
their capacity to deliver, and there are no contra-indications on the reliability of supply chains
or manufacturing capability from either of their.planned manufacturing sites®. Similarly to
what we are seeing from other vaccine‘developers; the delivery schedule proposed is
optimistic.

Delivery schedules are not certain, ‘they_fmay be delayed and there is no guarantee of a vaccine

<y I° (2)(02)(D), 9(2)(ba)(ih) : This is because vaccines are 'not
yet registered and trials-are ongoing. JEEICEEIGICIOIEE have been-agreed, and
were the earliestwe were able to procure. While we should be prepared fongelays because
the delivery timeframe\is.optimistic and may not factor enough time to enable ‘ouryregulatory
processes to complete a satisfactory assessment, we should remain prepargyto administer
the vaccine-according to the expected delivery schedule. Factors. that heQ/e n effect on that
timing include’the supplier's ability to produce the information-required by Medsafe.

< NlO (2)(ba) (i) & (ii)

J2(2)ba)). 9(2)ba)i)

While likely to be more expensive than vaccines developed on conventional vaccine development
platforms that may become available at a later date, the price is comparable to what other
countries have been offered . vt Y

34. Vaccines developed using RI A'-i‘ecﬁnology platforms are more expensive than others using
more convention_a!_plaﬁfjorms, and while unproven, they have the advantage of enabling

N

faster development an déployment than conventional platforms. SQICEIOEIGICAID

| On the whole, parties to advance purchse

arran'g'emets are prevented from dicloing purchase price so this information is not
available for-other APAs concluded by Pfizer.

35.", Distribution and storage costs are likely to be higher for this vaccine given the requirement to
store it at -70 degrees Celsius.

36. Vaccines available later in time, using more conventional technology, are likely to be
cheaper. New Zealand is therefore paying a premium for a candidate with potential for early
delivery.

The vaccine would play an important role in the portfolio due to potentially being available relatively
early

37. The construction of a portfolio of vaccine candidates is intended to manage the risk of failed
vaccine development and give us a range of effective vaccines to choose from for our

7 Most recent announcements were made by Chile and Peru.
8 In Belgium and Kalamazoo, Michigan.



immunisation programme. This improves the chances of acquiring one of more vaccines that
are safe and sufficiently effective for use in New Zealand. The construction of the portfolio
therefore requires the selection of vaccine candidates that ensure diversity across
technology platforms, suppliers, timeframes, and that address equitable population coverage
(including Polynesia). Vaccines for COVID-19 will also have to work alongside public health
measures such as testing, border restrictions and therapeutics to manage the pandemic both
in transition and over the longer-term. Such considerations will ther&fore need to be reflected
in the construction of a vaccine portfotio and our immunisation programifie, and will become
more important and nuanced over time as the portfolio develops: ™\ )

38. Although there is a target set of vaccine candidates-identified, for initial discussions, there is
limited control over the sequencing of purchases because development is at different stages
and there are limited stocks available. Negotiations at this stage are focused on obtaining
sufficient courses to provide equitable population coverage (in terms of number of courses
purchased and ability to deliver acros$ New Zealand and Polynesia), with vaccines spread
across a number of different technology platforms, and to obtain early coverage where
possible.

39. This candidate is an RNA vaccine. Due to the relative newness of this platform, and
truncated clinical trials (which-means a reduced ability to identify rare or long-term side

effects), we are unlikely to want to immunise the entire population using solely.this vaccine
candidate. 9(2)('33)(”: 9(2)(ba)(ii) 3 = st . - b 13

| R _ We are also prsuingvaceine'candidates based on
replicating viral'vector” and protein subunit'® technologies.

40.. T e po

ntial benefit offered by the Pfizer candidate, in{relati tho‘the rest of our likely
portielio, is timeliness. Early access vaccines could’be lised.fo' protect groups most at risk of
contracting and spreading COVID-19, which is sUpp%\eg,\by the World Health Organisation’s
framework for allocation and prioritisation of COVIB-19vaccination. Subject to regulatory
approvals and successful manufacture and@eliv\ejy, purchasing this candidate will give us
the option of starting our immunisation prograrhme in early 2021. This is earlier than for all
other candidates we are in negotiations'to.buy.

41. This candidate may be suitable:for"a'wide age range of adults. There is no information about
the suitability for particular popu@tion groups or for those with health conditions.

42. The requirement tha%is vaccine be stored at -70 degrees Celsius makes it unlikely to be
suitable for delivery.in-Polynesia. Other negotiations are likely to present better options for

delivery (\ (Pol,yne%a.

43. As our\vaccine portfolio takes shape over the coming weeks, officials will advise you on the
verall bal}nce and assessment of the portfolio.

Oppor@nitgs for local manufacture of vaccines is sought as a matter of course in negotiations with
developers as a means of mitigating supply risks.

YV Lllo(2)(b2)(i); 9(2)(ba)ii) : S TR v
A5 . _ : ' Our other discussions with pharmaceutical
companies more generally have revealed that opportunities to contract manufacture vaccines

in New Zealand over the next six months are highly unlikely, and therefore domestic
manufacturing is not going to support earlier access to COVID-19 vaccines as was initially
anticipated. From a strategic standpoint, however, we see benefit in developing the
foundations for medium to long term onshore manufacturing capability to potentially support

® Viral vector vaccines use a virus that has been engineered to be harmless to ferry a distinctive part of the
coronavirus gene into cells, and the immune system learns to recognise it.

'0 Protein based subunit vaccines present an antigen to the immune system without viral particles, using a
specific, isolated protein of the coronavirus.



future pandemic preparedness. This will be pursued outside our current APA negotiations.
The vaccine candidate is expected to meet the demand in the portfolio for early delivery.

Interaction with supply from COVAX Facility

45. You have agreed to New Zealand’s participation in an Optional Purchase Arrangement
through the COVAX Facility — a multilateral arrangement (MBIE-2021-0858 refers). Bilateral
arrangements, such as APAs are intended to secure delivery of vaccmes earlier, of larger
quantities, and with greater certainty than by the exercise of options through the COVAX
Facility. Although details are still emerging of how the COVAX Facility will operate, it

notentially allows New Zealand to either ‘double down’ on promising candidates purchased

0(2)(ba)(i) & (ii)

46. Availability of the first tranche of vaccine optla S thraugh the COVAX Facility, expected in
late 2021, is capped at 20% of New Zea\l‘%d s population. Therefore, the usefulness of
exercising an option under the f first tranchefto purchase the vaccine through the Facility will
depend largely on expected dehvery times. Cover for up to 50% of the population may.
become available through subsequent distributions, however economies with emergency
needs are likely to be prlormse’d ahead of New Zealand.

)

Commercial co §i¢ erations

(C~\""
47. We have taken legal and commercial advice from Bell Gully and others during the

negotlatla/?g:gf binding terms with Pfizer. PHARMAC has also beeh \hvolved |n the _
hegotiations. We consider that a good outcome has been achieved. FRICAIRIEAINRE

48. The binding terms proposed @re.in line with the negotiating priorities agreed with the
Taskforce, and we understand tt{ y are in line with commercial expectations, with the
exception of the indemnity belng sought from the Minister of Finance. An outline of how the
binding terms compare.to the negotiating priorities is included in Annex Four.

49. In summary:

Price e The price (including proportionate advance payment) and payment
conditions are agreed.
Delivery, supply | o HEICEIORIEICEID
and logistics
PO (2) (ba (i), S(2)(ba)(ii)
PO (2)(ba) (1)) 9(2)(ba)(ii)
Additional IS (2)(baj(i); 9(2)(ba)(i)
courses and
resale PR (2 )(ba (i) 9(2)(ba)(i)
Commercial o Supply terms will be negotiated as part of the Definitive Agreement.
agreement.




PS© (2)(ba)(i), 9(2)(ba)(ii)

Pfizer and BioNTech are seeking an indemnity from the Crown

50.

51.

52.

53.

As part of the binding term sheet Pfizer and BioNTech sought a S indemnity for liability
(2)(ba)(i), 9(2)(ba)(ii) This is
because:

[{e]

o they are developing it in accelerated cIinig%IJrglls théfare less likely than non-
accelerated trials to detect uncommon-adverse effects or possible contraindications."

PR (2)(ba)(i); 9(2)(ba)(ii)

9(2)(ba)(i), 9(2)(ba){ii) Overall,

we judge the benefit of the”’APA to'New Zealand outweighs the risks and justifies granting the
indemnity. Further work is needon whether and how we pass the indemnity on ‘o
Polynesian Countries—~Bell Gully has advised that:

e Theneced @an indemnity cannot be addressed in another way!

e ~The-scope-6f the indemnity is in practice very close to the scope of ACC (i.e. personal
@Juny cover in New Zealand) and that although some-risk remains that the indemnity
goes beyond what the ACC scheme will cover, f_onra\c/tical reasons the risk to the
Crown in this regard is low, and the Crown is ab,]g t \a}(e certain steps to protect its
position as far as possible. Gt %

i
by

<

N )

PO (2)(ba)(i): 9(2)(ba)ii)

NN

We will provide a business cgsw the“-Treasury on the indemnity provision in the Binding
Term Sheet. The Minister of Rjnarice .can give an indemnity under section 65ZD of the Public
Finance Act 1989 (PFA) if it@p ears to the Minister to be necessary or expedient in the
public interest to do so, On the basis of the business case, the Treasury will advise the
Minister of Finance-on.whether the indemnity meets the test in the PFA. Pfizer and BioNTech
have indicath\that tﬁey*do not plan to include any further indemnity provisions in the
Definitive Agreem\e)'nt.

Your agreement to enter into a binding agreement to purchase the vaccines is subject to the
Minister.of Finance’s agreement to provide an indemnity to Pfizer and BioNTech.

Process for concluding the agreement

54:

55.

Subject to your agreement to the recommendations in this briefing, and agreement of the
Minister of Finance to provide an indemnity to Pfizer and BioNTech, the Director-General of
Health, on behalf of the New Zealand Government, will sign the binding term sheet attached
at Annex One of this briefing.

Upon the execution of the binding terms we will negotiate the Definitive Agreement. The
provisions in the binding term sheet include al! of the essential terms of the arrangement and

! Pfizer and BioNTech will provide Medsafe with full clinical trials information when they apply for regulatory approval. Study designs
and regulatory approaches will vary between COVID-19 vaccine applicants, but most trials will be shorter in length and study fewer
people than what is typical. The impact is a reduction in the known safety profile of the vaccine (noting that there is some risk in this
area even with comprehensive trials).



will be carried through to the Definitive Agreement. Other terms, not inconsistent with the
term sheet, but which can be expected in supply agreements of this type, will be included in

the Definitive Agreement. Your approval will be sou ht for the agreement of provisions in the
Cetniv Agzsment g g Gavsown o &

56.  The Definitive Agreement is required to be concluded within four weeks of the execution of
the binding terms, HEICEIIREIEICEID)

Other negotiations are also likely to be concluded shortly

57. Negotiations are underway with suppliers of.a number of other target vaccine candidates.
The table below summarises the populaﬂ coverage being sought price and delivery times
being negotiated for the current <&I‘ughe pnorlty target vaccine candidates and from the

COVAKX Facility.

Estimated ' Delivery

] Vaccine distribution
cost window

Courses sought Platform

750,000 mRNA: new _ Very complex: ultra-cold
§ . A technology WA | storage required. Each course
E artial popu1ato|on for human S requires'twoinjections 28 days

P i (5% vaccines “apart. .
)bay) :ﬂ?)tha'n(u) iz ;

41]
)
S
O
&
>
O i NN\ Straightforward: fridge-stable

5 million ~ A . .9, Sl - g - Inag :
£ mon. \://iltrl?lavfe(;[toera °(2)(ba) (i) 0(2)(ba)ii) Developer currently expects
3 Ful pOPUIat'OD latform this to be a single-injection
& | coverage (100%) p Y regimen.
Q i B(2)(ba) i) (6a)ii) . .
2 5 million AR Uity Straightforward: fridge stable.
I3 Full population -Viral vector Each course requires two
§ coverage (100%) injections 28 — 42 days apart.
o 5-million Protein (2)(baj(i)a(2){ba)(iiy | | Straightforward: fridge-stable.
g Full population subunit Each course requires two
& | coverage (100%) injections 28 days apart.
X 1 million in first
< tranch i
> i © _ Various Likely to be 2021 Various
8 Partial population average

coverage (20%)

58. We hope to reach agreement on purchase terms and conditions for two of these candidates
within the next two weeks.

Regulatory approvals will be a separate process

59. No COVID-19 vaccine can be used as part of an immunisation strategy within New Zealand
until it has received regulatory approval from Medsafe. We have consulted Medsafe to



60.

61.

understand their engagement with Pfizer and likely timeframes for the regulatory review of
the vaccine. Medsafe advise that Pfizer have provided pre-submission information and is
expected to make an application near the end of the year.

Medsafe is actively considering options for expediting the approvals process in order to
evaluate a number of concurrent COVID-19 applications, while ensuring that vaccines meet
acceptable standards for efficacy, safety and quality.

We will also be ensuring that suppliers engage with the Evironmental-Protection Authority.

Communications and publicity

62.

63.

There is strong public interest in the efforts of<pharmaceutical companies to develop effective
and timely COVID-19 vaccines, and also‘in-which.countries would likely have access to a
vaccines once they have been developed an}i approved for use. Given this, and subject to
your agreement to execute the binding.term sheet, we will work with Pfizer to plan
communications and publicitycopportunities.

There could also be value in ‘bundling’ a number of APA announcements together, given that
the collective agreements will-potentially provide for wider population coverage: We will
provide an update once the status of the further APAs are known, and once we have)had
direct conversations with'Pfizer regarding their communications processes.

Next steps

64.

65:

66.

Subject to your agreement to commit to the binding term sheet'with Pfizer, and the Minister
of Finance’s agreement to the indemnity, the Director&aneral of Health will execute the
binding term sheet on behalf of New Zealand.

Following the execution of the binding term-sheet-we will conduct the negotiation on the

Definitive Agreement with Pfizer. Once those,terms are agreed we will seek your agreement
to them and to the drawdown FZIEIIIEBICAIITINNNE .

We will report to you over the next few weeks on the outcomes of negotiations for other
APAS as they reach completion\,fnd the overall balance and assessment of the portfolio of
COVID-19 vaccines.

Annexes

Annex One: Proposed'binding term sheet from Pfizer Inc.

Annex Two: Summary of vaccine purchase framework.

Annex Three: Summary of vaccine purchase framework analysis.

Annex Four: Summary of comparison of binding terms to negotiation priorities.






Annex Two: Vaccine purchase decision making framework

Ideal set of information for decision making:

1. Vaccine performance Importance

o Safety profile TRty ~ CRITICAL

o Effectiveness CRITICAL

o Ease of distribution across population as a whole or for HIGH
particular population/ age groups especially Maori

e Immunity type: sterilising vs immunity from disease MED

2. Availability and access

e Production CRITICAL
o Confidence in company (eg historic performance)
o Reliability of supply chains for raw materials
o Capacity (incl domestic-manufacturing and
erX|b|I|ty)
o Licensing-arrangements
o Delivery.schedules

e Price HIGH
U éontractmg HIGH
o-_Type of purchasing agreement (eg future uy
options) 4\

o Type of partnership incl with other countrles
o Options to manufacture

¢ COVAX commitments

What we can assess in absence of full information from clinical trials:

1. Vacgge performance Importance

e Available data on safety and effectiveness (likely to be VERY HIGH
limited to preliminary or final results from Phases l/ll) [Note:
We are highly unlikely to enter into an APA with no
indication of safety and effectiveness]

o Safety and effectiveness projections of international experts VERY HIGH

o Existing APAs by like-minded countries VERY HIGH

e Track record and reputation of the vaccine developer and HIGH
key scientists (including signals from regulators and CEPI)
2. Availability and access

e Route to manufacture (arrangements in place; funding; CEPI VERY HIGH
support)



o Track record, reputation and reliability of manufacturer VERY HIGH

o Existing APAs by like-minded countries VERY HIGH
¢ International risk assessment HIGH
e Price offered to other countries VERY HIGH

3. Contribution to portfolio balance and strategic approach

To manage risks, the portfolio needs diversity across technology platforms,
suppliers, timeframes, and equitable population coverage (including the Pacific). This
will become more important over time as the portfolio builds.



Annex Three: Summary of vaccine purchase framework analysis
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Annex Four: Comparison of binding term sheet with negotiation priorities




MINISTRY OF

HEALTH

MANATU HAUORA

BRIEFING

MINISTRY OF BUSINESS,
INNOVATION & EMPLOYMENT
HIKINA WHAKATUTUKI

Supply agreement for purchase of COVID-19 vaccines from Pfizer New

Zealand Ltd.
Et‘e |18 December 2020
Securlty Sensitive

; classification:

Purpose

Priority: N _Elf._gen_f : 7
Tracking }2021 1847 |

number: N

S £

To seek approval for the Director Generafof Health to execute a definitive supply agreement for
the, already agreed and announced,. purchase of Vaccines against COVID-19 from Pfizer New
Zealand Ltd". We also seek agreement approprrate funds for the purchase.

\
J/

Executive summary
Background &

/

/

] | \
,\.. } ]

Ministers a%h eed meaﬁy October to a binding heads of terms agreelng to an Gf'ferfrom Pfizer Inc.

(Pfizer) for

e purchase of 750,000 courses of an mRNA vaccnne candldate for delivery early next

year (brrefingm MBIE 2021-0996 refers). In November Joint Minister TSQ agreed to non-binding

heads of ter
of a v;ra% vector vaccine for delivery in

with Janssen Pharmaceutica NV (Janssen) fér the' purchase of five million courses

bt'leT‘lng MBJE 2021-1195 refers). Both these

arrangements require the negotiation and executiop-of ¢ Qeﬁnm\(e supply agreements. In parallel
with'this briefing we have provided advice on the- QonClusren of a definitive supply agreement with

Janssen (briefing MBIE 2021-1849 refers) _ (

N\
A\
Yy}

Earlier this month Joint Ministers agreed (o binding éupply agreements with AstraZeneca Ltd. for
the delivery of 3.8 million courses of-a Virah wector vaccine (briefing MBIE 2021-1537 refers) and
with Novavax Inc. for the purchase Df 5. 36 'million courses of a protein sub-unit vaccine (briefing

MBIE 2021-1723 refers), (¢

New Zealand announcged. a' hinding agreement with Pfizer for the purchase of Pfizer's vaccine
candidate on 12 Oetoberthrs Yyéar. The purchase was negotiated as a binding heads of terms, to
be followed bya- defmiﬂve agreement that would include detail and other supply matters. On

5 October the Mmlstmr of Finance granted an indemnity in favour of Pfizer and BioNTech
condltlona1 on and oémmencmg at the execution of a definitive supply agreement by all parties.

weé ree@mmend that you agree that the proposed definitive supply agreement with Pfizer Inc.

- stz’auld be concluded

The*executlon of a definitive supply agreement without delay is important to provide certainty and
Tead in time for Pfizer to plan the manufacture of vaccines for New Zealand and for the Ministry of

Health to plan for administering those vaccines.

The definitive supply agreement has been negotiated with the advice of legal and commercial
experts. An interagency approach (including PHARMAC) was taken in the negotiations and an
appropriate outcome has been achieved. We seek your agreement to execute the proposed

definitive supply agreement and to appropriate

million to fund the purchase of the vaccines.

' The contracting party to the binding heads of terms agreement was Pfizer Inc. and the contracting party to
the proposed definitive agreement is Pfizer New Zealand Ltd. For simplicity, both are referred to as “Pfizer” in

this briefing.
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The substantive terms of the proposed supply agreement were agreed in the binding heads of
terms agreement with Pfizer. A number of general supply terms, commonly found in agreements
for the purchase of medicines, such as product specifications and processes to be used to order
and take delivery of the vaccines, are included in the supply agreement. Annex Two outlines
noteworthy additional terms for the proposed purchase agreement, the main ones include:

{{ -

o due to packaging sizes, fhe abtual Volumes purchased by New Zealand will be 750 260 {anx.' <1
additional 260 courses of tne vaccme) raising the total purchase cost by

|_J

The supply agreemeﬁfmciudes an indemnity provision that is in substance thge’ same as the deed
of indemnity grapted\by-the Minister of Finance on 5 October (though Pfizer hds made-minor
changes to the werd:n@) “The Minister of Finance is required to approve fha indeémnity provisions in
the definitive, suppl Iy agreement and to sign the supply agreement as‘a’ cbntractlng party in respect
of those. hdemhltyprOV|S|ons Treasury officials will advise the thster of.Finance on the
lndemntty pre\nswns in the proposed definitive supply agreerpent

In November Pfizer announced that the efficacy of their: c‘and!date is 95 percent. The vaccine has
beer) ‘authorised for emergency use in several countries)including in the United Kingdom, Canada,
Singapore and the United States. Interim data from phase It trials have been published recently

“and show that the vaccine’s efficacy rate of 95 pergent Js consistent across all population
subgroups and the reactogenicity results are brbadiy similar to earlier phase /1l trials.

\'.‘

Next steps G\

Subject to your agreement to the"feeb‘ﬁ;r-ﬁendatlons in this briefing, the Director-General of Health
on behalf of the New Zealénd Government, will sign the proposed definitive supply agreement
(attached at Annex One) The ‘Minhister of Finance will be required to approve the indemnity

prOV|S|ons in the defmltlv.e sUpply agreement and to sign the supply agreement in respect of those
provisions. [ W\

._|\

Given that the arrangement with Pfizer was announced as a confirmed purchase in October we do
not recommenda further announcement about the execution of the definitive supply agreement.
‘(Recommended action

“Fhe Ministry of Business, Innovation and Employment, and the Ministry of Health recommend that
you:

a) Note the information in this briefing is subject to confidential disclosure agreements with
vaccine developers and should be treated as commercially sensitive.
Noted

b) Note an unprecedented global health crisis continues and the New Zealand population
remains almost totally susceptible to COVID-19 due to our successful elimination
strategy.

Noted

3 Commercially sensitive MBIE 2021 - 1847



c)

d)

h)

A i

Note in May Cabinet approved the COVID-19 Vaccine Strategy [CAB-20-MIN-0229.01]
with the objective of ensuring access to a safe and effective vaccine to implement the
Government’s preferred immunisation strategy at the earliest possible time.

Noted

Note in early October Ministers agreed to the terms of a blndmg heads of terms
arrangement with Pfizer Inc. for the purchase of 750,000 colrses‘ofan mRNA vaccine
candidate for delivery early next year (briefing MBIE 20”21-6996 refers). The Minister of
Finance provided an indemnity to Pfizer Inc. and BioNTech. (and others) pursuant to the
agreement and tabled a statement to the House-qn 27 Navember. The binding
agreement was announced on 12 October and, reeres parties to conclude a definitive
supply agreement. CCA NN

' Noted

Note in mid-November Mlnlsters agreed fo a non-binding heads of terms agreement witfy
Janssen Pharmaceutica NV, for.the purchase of five million courses of a viral vector- \ \. _J
vaccine for delivery in (briefing MBIE 2021-1195 refers). The non- blndmg\_‘-
heads of terms agreement requires parties to conclude a definitive supply agreemehf on
which we will ad&ase you separately.

> Noted

‘ \ I {

Note thsters have also agreed to enter into a binding supply agreement‘\mth
AsfraZeneca [Ltd for the purchase of 3.8 million courses of & viral vector vaccine (briefing
MBlE 2021-1537 refers), and with Novavax Inc. for the purchase ‘of 5.36 million courses
‘of 3 protein sub-unit vaccine (briefing MBIE 2021- 1723 refers)

Noted

Note a definitive supply agreement has been ﬂegoﬂated with Pfizer (attached as Annex
One). An inter-agency approach (Jncludmg PHARMAC) has continued for these

negotiations. Advice has been taken from Jegal and commercial experts and appropriate
terms have been negotlated )

Noted

Note the substantive terms,of the proposed supply agreement negotiated with Pfizer
were agreed.in the hinding heads of terms arrangement executed in October. The
proposed. ag‘reementéﬂso includes a number of general supply terms, not inconsistent
with the: bin mg arrangement and commonly found in agreements for the purchase of
medlcines ¢h as product specifications and processes to be used to order and take
-delivery-of the vaccines.
AN\ Noted

Note significant additional terms in the proposed agreement are outlined in Annex Two.
They include:

Commercially sensitive MBIE 2021 - 1847



» due to packaging requirements New Zealand will be purchasing 260 additional
courses of the vaccine (ralsmg the total purchase cost by

Noted

i) Note The execution of a definitive supply agreement without delay is important to provide
certainty and lead in time for Pfizer to plan the manufactureof.vaécines for New Zealand,
and for the Ministry of Health to plan for administering. the V_acq?rgé

& ..

Noted

k) Agree that the Director General of Health .execule the proposed supply agreement for the
purchase of 750,260 courses of Pfizer Inc’s. vaucme on behalf of the New Zealand
Government (the terms of the proposed-supply:agreement are attached in Annex One).
Your agreement is subject to the- agr’eement 6f the Minister of Finance to granta new
indemnity to Pfizer and BloNTecb (and others). f

Q Agree/Dis’g'g‘ré\é-'.

[) Note Cabinet estaEuhshed a tagged contingency of up to million [CAB-ED-MIN-SSZ
and CAB- 20—MIN 0504] for purposes of purchasing suitable vaccines; :nc]udlng _entering
into advarice. ;mrehése agreenients to purchase potential COVID- 19 vacgines: Cabinet -
also delegaled purchase decisions to the Prime Minister, the Mimster of Finance, the
Minister-of Research, Science and Innovation, the Minister fér QO\!I.-19 Response, and

A ~.the Min;ster of Health (Joint Ministers).

A \} WV Noted
} Agree if you agree to the recommendation in R) toldréw Hown million from the
“ ‘Minimising the health impacts of COVID-19~ Tagged Operating Contingency’ to
purchase 750,260 courses of Pfizer Inc =S \zécc;lne
) '\-_ ,-" \ Agree / Disagree

n) Approve, if you agree todhe ;eoommendatlon m), the following changes to
appropriations to prowde f‘ar*thatdemsnon with a corresponding impact on the operating
balance and net gore Crown debt:

N\
A\ $m - increase/(decrease)
C \V 2020/21|2021/22 | 2022/23 | 2023/24 | 2024/25 &
5 Votb Healfh Outyears
_~[Minister of Health
> [Non-Departmental
\\ | Output Expenses:
Minimising the Health
Impacts of COVID-19 - - - -

Total Operating B - - = -

Approve/ Not approve

o) Authorise the Minister of Finance and the Minister of Health to transfer any unspent
2020/21 funding in Vote Health agreed under the recommendation n) to the 2021/22
financial year, as required, with no impact on the operating balance and net core Crown
debt across the forecast period.
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Authorised/ Not authorised

p) Agree that the changes to appropriations for 2020/21 above be included in the 2020/21
Supplementary Estimates and that, in the interim, the increase be met from Imprest

Supply.

Agree / Disagree

q) Note that the Minister of Finance will be required to.apbro'?e"'_{hé .indemnity provisions in
the definitive supply agreement and to sign the-supply agreement in respect of those
provisions. Treasury officials will advise the,Minister of Finance on the indemnity

provisions in the proposed definitive supply agréement.

Rt Hop ch':[ﬁﬂé-ﬁr’dérn
Prime Minjster
I/

Hon Dr Megan ;W"cic:)d's" _

Minister of Research, Science,
Innovation '

..‘I: ';.:7‘.' .If'.l..lk:'..,.n .

Hon Andrew Little
Minister of Health

..... [ ...

Commiercially sensitive

Noted

. Hon __(“Br"ant Robertson
\Minister of Finance

Cdd,

Hon Chris Hipkins

Minister for COVID-19
Response

..... loooid.....
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/,.../ ' y

Maree Roberts
Deputy Director-General,
Ministry of Health

18 /1272020
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Dr Peter Crabtree

General Manager, Science,
Innovation and
International, MBIE

18/12/ 2020
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Background

Global demand for COVID-19 vaccines remains high

1.

Ministers have previously agreed to a COVID-
guide purchase decisions

3.

An unprecedented health crisis continues worldwide, and New Zealand’s population remains
entirely susceptible to COVID-19 due to our successful eliminat_,iqﬁ_ Strategy.

Our ability to recover from the COVID-19 pandemic and refax public Realth controls relies on
the availability of safe and effective COVID-19 vaccines.. The globa‘r demand for COVID-19
vaccines continues to be high, and capacity to manufacture successful vaccine candidates is
heavily constrained worldwide. This constraint |_e_e§<pe_<_:ted to"be the case for some time.

vaecme -quchasing strategy and a framework to

In May, Cabinet agreed a purchasanghst to support acquisition of COVID-19 vaccines/
[CAB 20-MIN-0382] with the abjective ofirfanaging a range of risks and providing safe.and' \.
effective COVID-19 vaccings to. wnpﬂement the Government'’s preferred immunisation stra;egy
for New Zealand and for use in the Pacific.

In August and November,,Cabmet set aside a tagged contingency of up te- miillon
[CAB-20-MIN<382-and CAB-20-MIN-0504] in order to finance advance purc’hase agreements
(APAs) of| potentl‘a} €OVID-19 vaccines and to meet additional early‘Casts.of the Government's
mmumsat:enrprpgramme Cabinet also delegated purchase decisians to the Prime Minister,
the, Mln‘ster et Finance, the Minister of Research, Science and_Innavation, the Minister for

-‘COVID 19Response and the Minister of Health (Joint Mmlst'er%)

’ Money spent on APAs will be lost if the develapment is' unsuccesstul, if the candidate is found

to be unsuitable for deployment as part Pf the Govemment s preferred immunisation strategy,
or if the supply is in excess of what isrequired) under that strategy and cannot be on-sold. In
the current global context, thlS is: the ‘cost ef-aftempting to secure supply of vaccines that are
still being developed. AN

Ministers have agreed to terms tb-pwé&é'se four COVID-19 vaccine candidates

6.

In early October this year, Jonnt Ministers agreed to the terms of a binding heads of terms
arrangementwith \Pfizeplric. (Pfizer) for the purchase of 750,000 courses of an mRNA vaccine
candidatefor dellvery early next year (briefing MBIE 2021-0996 refers). The Minister of
Finanee \provided an indemnity to Pfizer and BioNTech (and others) pursuant to the
arrangemehwmlch was tabled in Parliament on 26 November. The binding arrangement was
annetinced on 12 October. The arrangement requires parties to conclude a definitive supply

| agraement

Tn November, Joint Ministers agreed to non-binding heads of terms from Janssen
Pharmaceutica NV (Janssen) for the purchase of five million courses of a viral vector vaccine

' (briefing MBIE 2021-1195 refers). The non-binding agreement
was announced on 19 November, and requires parties to conclude a definitive supply
agreement. In parallel with this briefing we have provided advice on the conclusion of a
definitive supply agreement with Janssen (briefing MBIE 2021-1849 refers).

Earlier this month, Joint Ministers have agreed to enter into a binding supply agreement with
AstraZeneca Ltd for the purchase of 3.8 million courses of a viral vector vaccine (briefing MBIE
2021-1537 refers), and with Novavax Inc. for the purchase of 5.36 million courses of a protein
sub-unit vaccine (briefing MBIE 2021-1723 refers), - -
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Concluding the definitive supply agreement with Pfizer is critical to the
timely roll-out of the vaccine

9.

10.

11.

12.

Considerable planning is required to administer the Pfizer vaccine because of the requirement
that the vaccine be stored at -70 degrees Celsius, new clinical process required to administer

the vaccine, and because it could potentially be the first COVID-19 vagcine to be administered
in New Zealand. Conclusion of the proposed supply agreement \MLI prowde certainty and lead

in time for the Ministry of Health to undertake that planntng y

Pfizer have indicated that significant planning is required to manufacture and deliver the
vaccine,

To enable these processes to proceed |ri a tlme]y manner a definitive purchase arrangement A
with Pfizer should be concluded wuthout delay 2

A proposed supply agreement in line with the blndmg terms pre\nously
agreed W|th Pfizer have been negotiated AN ) )

13.

We haye. negohated a proposed definitive supply agreement wrth Pﬂzer (ettached as Annex
One). A inter-agency approach, including PHARMAC, has contmt)ed to be taken in
negptlatlons We have taken legal and commercial adv:ce fromBejI Gully and others during

N\ the, negotlatlon

15.

o We consider that appropriate terms for the purchase bf‘potentlal COVID-19 vaccines have

been negotiated with Pfizer. The substantive tetms. of the proposed definitive supply
agreement were negotiated in the binding heads of terms arrangement and have been
maintained, |

A number of general supply terms.hot ‘inconsistent with the binding heads of agreement,
commonly found in agreements for. the purchase of medicines, such as product specifications,
manufacturing and quallty standards, and processes to be used to order, take delivery and
administer the vaccings are included in the proposed supply agreement. Noteworthy changes
are discussed i{ Ainex Two. They include:

due to packaging requirements New Zealand will be purchasing 260 additional courses
of the vaccine (raising the total purchase cost by
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A new indemnity on substantially the same terms as that agreed for the binding heads of terms
agreement is required from the Crown

16. The supply agreement includes an indemnity provision that is in substance the same as the
deed of indemnity that the Minister of Finance granted on 5 October (though Pfizer has made
minor changes to the wording). L

17. Due to the way the documents are drafted, both the original deed Of mdemmty and the
indemnity provisions in the definitive supply agreement il be, |h force once the Minister of
Finance signs the definitive supply agreement.

18. Taking advice from Bell Gully we have decided: o, resolve th|s issue by revoking the original
indemnity after the definitive supply agreement-s executed The result will be that only the
indemnity in the definitive supply agreement Wafl rémain in force. Pfizer have not expressed
any concerns with this approach. )

19. The alternative would have been toseek to mclude a provision to the effect that the mdemmt_y
in the proposed definitive supply agreement supersedes the deed of |ndemn|ty ThlS would :
have risked prolonging. negbtrations with Pfizer.

20. Treasury officials vwlT adylse the Minister of Finance on the indemnity prowsmns m the
proposed defihifive supp!y agreement. The Minister of Finance is required to\apptove the
mdemnlty/pmv:s:onSin the definitive supply agreement and to sign the\definitive supply
agreemenf asa contracting party in respect of those provisions: —

We recomme/;rd That the proposed definitive supply agreement, is cbnch;ded without delay

_ '21.- _We Feécommend that you agree that the Director Genezal\of Health execute the proposed

N\ sa’pply agreement for the purchase of 750,260 courses of Pfizer's vaccine on behalf of the
New Zealand Government (the terms of the p(oposed supply agreement are attached in
Annex One). Your agreement that the Dfrector Gene'ral execute the definitive supply
agreement is subject to the Mlnlsterof Fmande s‘agreement to grant a new indemnity to Pfizer
and BioNTech. W\ §

Securing additional_COVE:ff_Q Véccines for our portfolio
22. ' R

We consider that the
‘cote portfolio” lacks sufficient broad coverage without the additional Pfizer doses and will
ﬁ)ere orecontinue to seek additional courses of the vaccine from Pfizer and through the
N\ COVAX Facility. We will also investigate the purchase of another high-volume candidate and
\ eontinue to consider smaller purchases, including through the COVAX Facility.

Recent results and media statements about the Pfizer vaccine

23. Since the binding heads of terms agreement was executed in October the vaccine has been
authorised for emergency use in several countries including in the United Kingdom, Canada,
Singapore and the United States. Also, Pfizer announced in November that their vaccine is
95 percent effective. We should be cautious about drawing conclusions about the suitability of
vaccines for our preferred portfolio from statements made by suppliers because:

* the statements are media messages rather than clinical data about the safety and efficacy

of the candidates and there is little that can be concluded other than there appears to be
some efficacy
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e the claims of efficacy are not directly comparable between the candidates

e regulators will need to view data to assess efficacy and safety, including to enable
comparisons to be made between the candidates.

24. Some results from phase lil trials have also been published this montn The vaccine has an
efficacy rate of 95 percent seven days after the second dose has: been _administered, and this
rate was consistent across all population subgroups. The rebctagehlclty results are broadly
similar to earlier phase /Il trials. There were two deaths’in‘the: tnal group, however these were
considered by the investigators to be unrelated to the vaccine.

-.\

We recommend drawing-down fundmg from the tagged contingency to
meet the cost of the purchase ¢ :

25. If you agree that the proposed definiti\ke supply agreement should be executed, a draw—down
of million from the ‘Minj mlshg the health impacts of COVID-19 — Tagged Operating \
Contlngency will be required to fund the purchase price for 750,260 courses of Pfizers\ > ™ gf

vaccine candidate. 1

NV O\ A {1\
g o’ ~ b\

26.

Payment

~

27. Delivery schEduIe\s ,are not certain and there is possibility that deliveries could be delayed or
brought forwa?d To manage this uncertainty we recommend that the funds for purchase be
appropriated 1o the current financial year and you authorise the Minister of Finance and the
Minister, of Health to transfer any unspent 2020/21 funding to the 2021/22 financial year.

“Communications and publicity

\.28./ Given that the arrangement with Pfizer was announced as a confirmed purchase in October
we do not recommend a further announcement about the execution of the definitive supply
agreement.

Next steps

29. Subject to your agreement to the execution of the proposed definitive supply agreement, and
the Minister of Finance’s agreement to be a counterparty in respect of the indemnity provisions
in the agreement, the Director-General of Health will sign the definitive supply agreement with
Pfizer on behalf of the New Zeatland Government. The Minister of Finance will also sign as a
counterparty in relation to the indemnity provisions in the agreement.
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31.  We will provide separate advice on the conclusion of negotiations for a definitive supply

agreement with Janssen.
Annexes Ag\g@

Annex One: Proposed definitive supply agreement with Pfiz

N
Annex Two: Summary of notable new provisions in t?ed efinitive supply agreement.
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BRIEFING

COVID-19 Vaccine Strategy — Additional bilateral Pfizer purchase

Hj High~

Date: | 1_0 February 2021 Priority:
Security Sensitive Trackiyg
classification:

Action sought

| MBIE: 2021-2236 .

num{)er:

Action sought

| Deadline

Prime Minister

l Hon'Chris Hipkins

| Minister for COVID-

"'Hon Andrew Little
Minister of Health

.| Rt Hon Jacinda Ardern
Hon Grant Robertson
Minister of Finance

Hon Dr Megan Weods
Minister of Research, Science and Innovation

19 Response

Hon N_anaia Mahuta

Minister of Foreign Affairs

Agree to purchase

- | additional quantities of
| Pfizer's vaccine

| candidate.

' 12 February
2021

Note the contents of
this briefing for your

and Strategy, MBIE

information.
Hon Dr Ayesha Verrall
Associate Minister of Health and RSI
Contact for_t_t;lephone discussion (if req_dired)
Name Position Telephone 1st contact
Simon Rae Manager, COVID-19 Vaccine Policy v

‘Maree Roberts

Deputy Director-General, System
Strategy and Policy, MOH

Zachary Clarke

Policy Advisor, MBIE

i The following departments/agencies have been consulted |

MBIE, MFAT, MOH, Treasury




Minister’s office to complete: [ ] Approved [] Declined

] Noted ] Needs change
[ ] Seen ['] Overtaken by Events
] See Minister's Notes [F'withdrawn

Comments



BRIEFING
COVID-19 Vaccine Strategy — Additional bilateral Pfizer purchase

Date: |10 February 2021 | Priority: High

Security Sensitive Tracking MBIE:2021-21236
classification: number:

Purpose

To seek your approval to negotiate with Pfizer to purchase additional doses of its COVID-19
vaccine candidate. We recommend purchasing fewer than the full 8 million courses offered,
and have suggested two alternative purchase volumes in this briefing.

Recomr_nended action

The Ministry of Business, Innovation and Employment (MBIE) and the Ministry of Health
recommend that'you:

1. Note that Pfizer has offered us 8 million additional doses (sufficient for 4 million
people) of its COVID-19 vaccine candidate. Unlike COVAX offers, we are not
required to purchase the full amount.

Noted
2. Note that this offer is in addition to our-existing-advanced purchase agreements
(APAs) with Pfizer for 1.6 million doses (1.5 million bilaterally and 100,620 through
COVAX)
Noted

3. Agree to purchase additional quantities of Pfizer's vaccine under either Option 1 or
Option 2:

a. Option.1:-Purchase 1.5 million additional courses to fully vaccinate at risk
groups (1:55m if COVAX is declined).

Agree / Disagree
b. Option 2: Purchase 2.56 million additional courses to provide greater

certainty that we will have sufficient vaccines in 2021 (2.61m if COVAX is
declined)

Agree / Disagree
4. Note that the Ministry of Health does not support Option 2 as it does not consider

there to be sufficient public health benefits from purchasing more than an additional
1.5 million courses.

Noted



5. Agree that, if you agree to purchase additional doses, officials decline our COVAX
purchase option for Pfizer’s vaccine, and instead purchase an additional 50,000
courses under the new bilateral agreement.

Agree / Disagree

6. Note that the Ministry of Health is considering further options. to manage the vaccine
portfolio. These may include adjusting delivery schedules; donations for the Pacific,
and further purchase opportunities that will need to be.considered as additional
information evidence becomes available on{COVID-19 and the vaccines in our
portfolio.

Noted
7. Note that, if you agree to-purechase additional doses, we will return for Joint Ministers’

approval to sign the subsequent purchase agreement, to draw down the necessary.
funding, and to confirm availability of consumables and freezers.

Noted

Rt Hon Jacinda Ardern Hon Gran' Robertson
Prime Minister Minister of Finance
Y A A C AN [ood.....
Hon Dr Megan Woods Hon Chris Hipkins
Minister erBesearch, Science, Innovation Minister for COVID-19 Response
..... A S A ced i
Hon Andrew Little

Minister for Health

..... loooid.....



Maree Roberts Dr Peter Crabtrée
Deputy Director General, System Strategy = General Manager, Science, Innovation

and Policy, MOH and International, MBIE
10/02/2021 1 0(92/2021
Background

1.

2.

3.

Our Vaccine Strategy seeks to secure sufficient quantities of safe and effective vaccines
in order to complete our Immunisation Programme at the earliest possible time. Our
current vaccine portfolio consists of.the following vaccines:

o Pfizer 800,310 courses (incl. 50,310 through COVAX)

e AstraZeneca 4.634 million courses (incl. 834,000 through COVAX)
¢ Janssen 5 million courses

¢ .. Novavax 5.36 million courses

We originally advised Cabinet in November (CAB-20-SUB-0508-refers) that we needed
to.purchase four wide population coverage vaccines.before our portfolio would be
complete. The Ministry of Health defines wide-population coverage as 5.36 million
courses for both New Zealand and Polynesia, including a significant buffer for wastage.

At the time, we were in discussions-with\Pfizer afound purchasing additional quantities of
its candidate. Pfizer's vaccine as\{)een a key target for our portfolio due to its high
effectiveness and early delivery'schedule. While Pfizer ultimately informed us that
additional doses were nodonger-.available for purchase in 2020, we have continued
discussions with the company to maintain the option of securing additional doses should
they become available.

Our overallportfolio.assessment was made before initial clinical trial data became
available for all.of our candidates. This data now indicates that, fo varying degrees, all
four.of our portfolio candidates are effective against COVID-19, with few early safety
concerns. However, it is currently unclear how effective our portfolio vaccines are against
newer variants of COVID-19. This may impact decisions on whether we use particular
vaccines in New Zealand, despite otherwise being effective against the original COVID-
19 strains.

We have been offered 4 million additional courses of Pfizer’s vaccine

5. Pfizer has directly offered us an additional 8 million doses of its two dose mRNA vaccine.

The offer includes the following key details:

e Volume: Up to 8 million doses (sufficient for 4 million people)

o Total purchase cost: Up to %0 mijliion
e Estimated delivery: Q3-Q4 2021



Pfizer is the most logistically complex vaccine\i/v;n our portfolio, and
the additional doses pose several challenges

N2

%\

We will only benefit from the additional doses if the:e can be effectively utilised by
the Immunisation Programme

7. The value of additional Pfizer doses is deper‘1dent on the Immunisation Programme’s
ability to administer the logistically comple)} vaccine. We do not recommend purchasing
the full 8 million doses offered as.the.vaecine’s difficult storage requirements are likely to
make it unsuitable for delivery agd administration outside major population centres.

8. Pfizer's vaccine needs.to be stored at -60°C to -90°C before use. The full 8 million_doses
would exceed tt}e\Ministry of Health'’s ultra-cold storage and logistics arrangements;
which can CL(rentIy hold’1.5 million doses simultaneously. Additional invest \ers may
be needed o igcrease this capacity even if we purchase a reduced number of doses,
particularlyif { fl'5e majority of the doses arrive in a single quarter-However, fewer
investments-¥ould be required we are able to divide the courses across’Q3 and Q4.

9. '‘Akey.constraint is whether we can source sufficient additional-and timely quantities of
thp specialised diluents, drawing needles, and syﬁr{geg required to administer Pfizer's
vaccine. The Ministry of Health will immediately‘Qegm investigating potential options to
source additional supplies, but high global demand may delay their arrival (particularly
for doses scheduied to arrive in Q3 2021):

10. Pfizer's vaccine is likely to take more-time todistribute and administer than other portfolio
vaccines, particularly as the vaccin\e can only be used for a short period once it is
removed from the freezers and_distributed to an immunisation centre. We therefore
expect it to have a greater degree of wastage than any other vaccine in our portfolio, and
have accounted forthis risk in’our suggested purchase volumes.

S

The European Union’s.yaccine export restrictions may impact our Pfizer deliveries

11. Under. cfrexisting APA with Pfizer, doses destined for New Zealand may be
~ manufactured in Belgium (although the place of manufacture is not specified in the
P gontraét). There is therefore some risk that the European Commission’s existing export

. “restrictions on COVID-19 vaccines, which are intended to run until 31 March 2021, may
d

elay existing orders, be extended for a longer period, )]

|
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The offer could increase the options available to‘the Immunisation
Programme

14. While we do not recommend purchasing the full 8 million doses; we could strengthen the
options available to the Immunisation Programmeé-by purchasing a smaller number of
doses. This could enable us to access additional quantities of safe and highly effective
vaccines earlier than otherwise possible.

15. There are two primary options we could pursue. We recommend purchasing at least 1.5
million additional courses so that.we can fully immunise at-risk groups with just Pfizer's
vaccine. We could alternatively. purchase 2.56 million courses (an additional 1.06 million
courses) to provide greatercertainty that we will have sufficient vaccines for the
Immunisation Programme in'2021.

Purchase Option 1: Purchase 1.5 million additional courses to fully immunise higher
risk population groups

Volume:
Total'Cost:

doses (1.5 million courses)
20 million

16. Pfizer's overall effectiveness (around 95% effective-at preventing symptomatic infection)
make it an attractive candidate for use in higher-risk-groups. Pfizer is one of the most
effective vaccines currently available on the‘markethincluding for older people for whom
vaccines are often less effective. It is notably. more-effective than initial effectiveness
data indicates for AstraZeneca and-Janssen’s candidates (62% and 72% effective
respectively). Initial data indicates that:Novavax’s candidate is also around 95%
effective’, but we have less information about that candidate’s performance in older
people and it will deliver later in-20211 and 2022 (Q2 2021 to Q2 2022).

17. Because we have more information about Pfizer's vaccine, we currently have greater
confidence about'its suitability for use in the Immunisation Programme than our other
portfolio vaccines. It.has already been widely used across the globe and is the only
candidate-to'achieve Medsafe approval to date, without any significant conditions on its
use./While we are reasonably confident that at least some of our other candidates will
also receive approval, there is less certainty about whether Medsafe will require any
conditions that might prevent them from being used in a particular population group.

18. We therefore recommend purchasing at least 1.5 million additional courses of Pfizer's
vaccine. This would total 2.3 million courses with the inclusion of the 800,000 courses we
have already secured, enabling us to use it to vaccinate all population groups that the
Ministry of Health advises are at heightened risk from COVID-19 (Tiers 1 to 3 in MOH’s
Sequencing Framework). This would provide certainty that we will be able to offer
sufficiently viable vaccines to those groups. It mitigates against the risk that our other
candidates may be unsuitable for use in those groups, but does not prevent us from
using those vaccines if their Decision to Use assessment is suitably positive.

1 Novavax has been publicised as around 89% effective. This figure combines its performance against original strains of
COVID-19 (95%) and the new UK variant (85%). We have used Novavax's 95% figure as the comparison as we have no
information on Pfizer's performance against the UK variant.

7



Purchase Option 2: Purchase 2.56 million courses to provide greater certainty that we
will have sufficient vaccines in 2021

Volume: 5,120,000 doses (2,560,000 courses)

J(2)(ba)

B8 million (an additional {88 million over Option 1)

)

Total Cost:

19. While our vaccines have generally performed well in cIiDical trials&\}\;ere remains a risk
that one or more candidates may prove to be unsuitable forbse in"New Zealand’s
general population. While we are reasonably confident we will have sufficient quantities
of viable vaccines for use in the Immunisation Programme in 2022, we cannot yet
guarantee that we will have sufficient quantities in 2021. We could seek to mitigate this
risk through purchasing additional quantities. of Pfizer's vaccine.

20. This risk has been heightened by the\spread of new COVID-19 variants overseas (such
as in the United Kingdom, South ‘Africa, and Brazil). This makes an additional Pfizer
purchase particularly attrective, as 'initial data indicates that vaccines that are more
effective against original strains are also more effective against the newer variants (early
reports indicate that’Pfizer has-performed well against these variants in a controlled
laboratory environment, but we are yet to receive any data for confirmation).

21. With our current delivery schedules, we will have to rely on multiple vaccine)andidates if
we wish to-have 5.36 million courses available to complete the Immunisation Programme
in. 2021 (either Pfizer + Janssen + Novavax, or AstraZeneca + one or more other
portfolig vaccines). This carries several risks as initial report'§‘indicate that AstraZeneca

ay-be'less effective against newer COVID-19 variants; and we would not be sure of our
ability to reach the 5.36 million wide population coverage target in 2021 for New Zealand
and Polynesia with a Pfizer/Janssen/Novava)\ciption if-any of those candidates prove to
be unsuitable for use.

22. Because we have greater confidence in Pfizer's vaccine than others in our portfolio, we
could seek to mitigate risk by purchasing-an“additional 2.56 million courses. This will
provide us with sufficient quantities. to immunise our entire population in 2021 if
combined with one or more of Janssen, AstraZeneca, or Novavax?2.

23. This approach 9lso insures against delivery slippages. While it is possible that delivery
schedules for all\our portfolio candidates may be delayed, we are more confident in
Pfizer's delivery 'schedules than those of Janssen and Novavax. Pfizer has already
begun manufaQturing at scale and, while it encountered several manufacturing ‘teething
issues’ in*Jarfbiary, upgrades to its facilities have enabled the company to increase its
*mq/nu\facturing capacity estimates from 1.3 billion to 2 billion doses in 2021. Janssen and
Novavax are likely to encounter similar issues when they begin manufacturing later this
year, and are therefore more likely to be at risk of delivery slippages (particularly as

ovavax has not manufactured at this scale before).

24. Additional Pfizer courses are likely to be valuable even if multiple other portfolio vaccines
are suitable for use, and deliver sufficient quantities, in 2021. Our successful elimination
strategy has meant that New Zealanders have a very low tolerance for COVID-19 in the
community compared with other countries, and may expect a high level of protection
before border settings are substantively adjusted. Pfizer's vaccine is one of the most
effective currently available on the market. If we immunise a greater proportion of our
population with highly effective vaccines (particularly if effectiveness is correlated to

2 We will have HEIEEIOEI0)] Novavax courses and [REFEE Janssen courses in 2021. This means we need at least e
million additional Flizer courses to reach the 5.36 million target for a Pfizer + Novavax option, or .W U courses for a

Pfizer + Janssen option. Novavax is scheduled to deliver an additional [ million courses between EIPAIEIAETEINN . but
these may be subject to delivery slippages. N




preventing transmission, as early reports are beginning to indicate), we may potentially
be able to reduce our other public health controls to a greater extent.

25. We do not need to decide which vaccines will be used in our Immunisation Programme
at this time. However, Pfizer’s offer is time limited and we need to act quickly if we wish
to secure these doses. While we may be able to purchase additional quantities later in
the year, the timeliness of this opportunity may be lost as-weare unlikely to able to
secure the Q3 and Q4 2021 delivery dates again.

The Ministry of Health does not support Option 2

26. The Ministry of Health does not support-Option.2 as it considers there to be no strong
public health rationale to purchase:more than 175 million additional courses. The Ministry
of Health's position is that:

. On current information, the existing vaccine portfolio will support the
Immunisation Programme.

. There is.an opportunity cost in purchasing additional vaccines; including fiscal
trade-offs and other health interventions.

. As_part of our global responsibilities, there is a need to recognise global
vaccine supply constraints. The Ministry considers our current vaccine
portfolio to be sufficient for the needs of our opu\ation.

. The logistical complexities and potential limitations for storage and
consumables required for Pfizer's vaccine would mean an increased
likelihood of vaccine wastage:

) The Ministry is confident that it can re-enter negotiations as required through
our ongoing contractual arrangements with Pfizer.

If either option is pursued, we could seek to use the new purchase to replace our
Pfizer courses through the COVAX Facility

27. Joint Ministers recently approved purchasing an additional 50,310 courses of Pfizer's
vaccine'through the COVAX Facility (MBIE 2021-2132 refers). While this was the only
available source of additional quantities of the vaccine at the time, we may now wish to
decline the . COVAX option and replace these doses by purchasing an additional 50,000
courses bilaterally. COVAX has recently extended the deadline for this decision to 14
February, and we are therefore able to decline the doses without being required to pay
for them.

28. New Zealand has received some criticism locally and in international press for
committing to purchase doses through the COVAX Facility in the first half of the year,
given that we have already secured sufficient doses for population coverage through our
four bilateral APAs.

29. We may receive similar criticism if we also purchase additional bilateral doses, which
could risk undermining our credibility in multilateral fora. We expect this perception will
lessen if we decline the COVAX purchase and only purchase doses through the bilateral
offer. The bilateral volumes will deliver from Q3 this year, and it is likely that many other
countries will have at least some access to vaccines by that point. The declined COVAX



doses would be reallocated to other participants, reducing the risk that we are seen to be
taking doses from countries that may have a greater need for them.

31. Such an approach may also have a limited impact-on our Pfizer delivery schedules. The
COVAKX offer will deliver between Q2 and Q4, with deliveries potentially beginning a
quarter earlier than the new bilateral offer. However, our experience with COVAX to date
suggests that countries will receive their dosegincrementally over 2021, so any COVAX
doses delivered in Q2 are likely to be highly limited.

32. Regardless of whether we decline the COVAX option, we can further mitigate the risk of
reputational damage by mak?hg early assessments of whether New Zealand will use
vaccines in our portfolio, and redirecting doses that are surplus to our needs to the
Pacific and other developing-countries.

We are cO@i{iering measures to manage the portfolio going fowvérd,
including vaccine donation

g

33..As-the Immunisation Programme progresses we expect to have several options to
manage our vaccine portfolio going forward. The(se options vﬁll also be shaped by new
information on vaccines in our portfolio and in deveImeent, and as more information
becomes available on the COVID-19 virus and its newer variants.

34. These options are likely to include:

» Consideration of additional vaccine purchase opportunities (particularly for later
stage or updated vac\cines)

e Seeking to adjust delivery schedules and purchase arrangements with suppliers,
so that we-are able to access updated versions of existing vaccines (which may
potentially be*more effective against newer COVID-19 variants).

+~. Donation of vaccines to support the Pacific and to ensure that we are supporting
equitable global access to vaccines.

35/If Joint Ministers approve an additional Pfizer purchase, the Ministry of Health will
provide further advice on managing the portfolio. This will include whether we donate the
doses of AstraZeneca’s vaccine that we purchased through the COVAX Facility (843,000
courses), or potentially seek to adjust the delivery schedules for that purchase.

T R9(2)(ba)(i) & (ii)

Next steps

37. With Joint Ministers’ approval, we will immediately begin negotiations with Pfizer to
purchase the agreed volumes. We expect these negotiations will be straightforward as

10



the offer will be covered by the same terms and conditions as our bilateral APA. We will
then return for Joint Ministers’ approval to sign the final purchase agreement and to draw
down the necessary funding.

38. We will provide advice to Joint Ministers on future purchase opportunities as these arise
and new information becomes available.

Annexes

Annex One: Overview of vaccine purchasing contingency

Annex Two: Pfizer Science and Clinical Review Panel commentary
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Annex One: Overview of vaccine purchasing contingency

Funding Cumulative
required?

($m NZD) funding

required

Developer/source Courses

Comments

| Existing Purchases

750,000

($m NZD)

Option 1

s'ateraf Pﬁzer Purchase Opnons

1,500,000

Pfizer/BioNTech \ w g
(MRNA)
Janssen 5,000,000 | &/ CARES
Pharmaceuticals e T i
(viral vector) b
University of 4,634,000 ] Includes for
Oxford/AstraZeneca COVAX doses. “-.
(viral vector) N
Novavax 5,360,000
(protein subunit)
COVAX Facility: — 35.00 ~$35.0m drawn down as
upfront payment and 3 costs were still to be
risk-sharing '~ determined by COVAX at
guarantee the time. $26.88m has
since been paid to COVAX.
Pfizer/BioNTech 50,310_ [l B | ifwe decline the COVAX
(COVAX doses) NN option, we would seek to

purchase an additional
50,000 courses bilaterally,
at an alternative total cost
of $3.65 miliion.

Optlon 2

2,560,000

; Total vaccine purchasmg contmgency 983 70 mi Ilorl

L

' Contmgency remaining, after Pf"zer purchase 9 2) ba &(ii) (Optlan 1) 9 (ba (I)&(ll) |
(Ophon 2)

% Appropriated funding includes provision for foreign exchange rate fluctuations
4 This total does not include funding appropriated from the overall contingency for delivery of the

immunisation programme.
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Annex Two: Science and Clinical Review Panel Commentary on
Pfizer's COVID-19 vaccine candidate

Trial data update — 15 December 2020

Phase 1/2 data presented by Pfizer for their vaccine candidate BNT 162b2 on September 1st
2020 were promising, with all 23 participants (18-85yo) vaccinated with 30ug dose (which
will be used in the vaccine) producing neutralising antibody. These participants had a higher
average level (geometric mean titre) of neutralising antibody than 38 people with prior
infection with the COVID-19 virus (35 of whom were symptomatic). This immune response
was dose-dependent as expected, but was also reduced in older people (55-85y0)
compared to younger adults (18-55 yo).'However, both age groups had higher average
neutralising antibody levels than those wﬁh prior infection. Overall, reactions (e.g. injection
site swelling, post-vaccination fever) to this'vaccine were common but generally self-limiting
and not severe, with 15%, 18% and:25% of 18-55 year olds experiencing moderate fatigue,
fever and myalgia respectively after2 doses, and 10%, 0% and 0% experiencing-severe
fatigue, fever and myalgia. Reactogenicity was lower in the older age group.

This vaccine movedforward in to phase 2/3 efficacy trials in July 2020, with data currently
available-for ab’ﬁr\oximately 38,000 16-85y0 people (around 19,000 vaccinated)in USA,
Argentina, Brazil,.Germany, South Africa, and Turkey. Reactogenicity.in a'subset of 8000
people was-broadly similar to previous trials, with 34%, 5% and 22% experiencing moderate
fatigue, fever and myalgia respectively (after 2 doses in 16-55y0, with slightly lower
reactogenicity in those over 55y), and 5%, 2% and 3%.experiencing severe fatigue, fever
and-myalgia. Antipyretics were used by 45% of vaccipated subjects after vaccination. Other
safety outcomes were reported after follow-up_of mean duration of 2 months after the second
dose (maximum 14 weeks). Four vaccine-related,serious adverse events were reported
among BNT162b2 recipients (shoulder injury related to vaccine administration, axillary
lymphadenopathy, paroxysmal ventricular-arrhythmia, and leg paraesthesia). No deaths
were considered by the investigators to'be related to the vaccine or placebo (of a total 2
deaths in vaccinated, 4 in placebo), and withdrawals from the study were similar in
vaccinated and placebo groups.,

Vaccine efficacy (modified intention to treat cohort) against symptomatic, lab confirmed
(NAAT test) COVkD—19 at’least 7 days after the second dose was 95% (95% credible interval
90.3%-97.6%) among those with no evidence of prior infection with the virus and 94.6%
(89.9%-97.3%) wheh those with evidence of prior infection (around 10% of participants)
were included.-Some protection from disease was apparent in the vaccinated group before
the second'dose. These efficacy figures relate to 8 vaccinated vs 162 placebo cases in
those with no evidence of prior infection, and 1 vaccinated vs 7 placebo cases in those with
evidence of prior infection. The single severe vaccinated COVID-19 case occurred
approximately 40 days after the second dose. In the placebo group, there were 9 severe
cases, with 4 of these occurring between the first and second dose, 1 around the time the
second dose was given, and 4 more than 1 week after the second dose. Supplemental
analyses indicated that vaccine efficacy among subgroups defined by age, sex, race,
ethnicity, obesity, and presence of a coexisting condition was generally consistent with that
observed in the overall population, although some groups (e.g. over 65 and obese) had too
few events to provide a precise estimate. Those with HIV were excluded from these
analyses, and there were no pregnant women included in the study. A small number of 12-
15 year olds were included in the study, with no cases of COVID-19 were observed in
vaccinated or placebo groups, precluding meaningful vaccine efficacy calculations.
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