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PURPOSE
The role of the COVID-19 Vaccine Strategy Task F?

coordinate activity, and monitor progress by/a iés imsupport of the COVID-19 Vaccine
Strategy approved by Cabinet. It will alsoi@ dvice and information to the Minister o

Research, Science and Innovation, t \te Health, and the Minister of Foreign Affairs an it
further elaboration and ongoingdmp tation. %_/}

This will ensure that: @
e Agencies havg- understanding of the operating contex @aes and priorities

for New

. % gy is further developed as new informatien héco ;s available or if the situation
hanges

@ O

t direction, drive action at pace,

e Advice provided to Ministers &kkxt is informed by a full range of views, and that the [
trade-offs as well as the wid nergies are clearly identified in a holistic manner

e Critical actions &t@s c@s of the strategy are clearly allocated to an owner, actioned and
followed u

e A @? €4 shared process for monitoring progress and risk to inform adjustments to
?avegy itself, as well as agency work plans.

I of the Task Force is for agencies to operate a single all of government team to implement

the strategy.

SCOPE

The COVID-19 Vaccine Strategy Task Force will be responsible for coordinating activity in support
of the Government’s COVID-19 Vaccine Strategy, and leading on the provision of advice to
Ministers and Cabinet in relation to this.

The Task Force may also be called on to provide feedback or to support other areas where
relevant and when requested by joint Ministers or by Cabinet.




MEMBERSHIP
e Dr Peter Crabtree, General Manager Science, Innovation, and International, Ministry of
Business, Innovation and Employment (Chair)

e Dr Prue Williams, General Manager, Science System Investment and Performance, Ministry
of Business Innovation and Employment (
(/\

¢ Drlan Town, Chief Science Advisor, Ministry of Health (CI?rr\oﬁ\Sc\leih,ce Advisory Board)
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e Prof David Murdoch, Science and Technology ACIVISGIiY Grc}gp
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e Maree Roberts, Deputy Dlrector-General S\ksterﬁSt\ategy and Policy, Ministry of Health 5
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e Chris James, General Manager Mgdsafe M)ustry of Health ( \;
N\ fos K\_Z’j)
e Lisa Williams, Director of Opqratnpps‘,’PHARMAC A \b{,—-\-‘
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e David Taylor, Dlvlskronal‘l\aamager Covid Policy and Coordination Divisjon;- Mm\t§try Foreign

Affairs and T‘rasle\\i/ X
(/\

/-\ =

A~

SONG
. Che%Be\l\ies "National Crisis Management Centre COVID-\lB Response, Department of the

K\ e Mm ter and Cabinet \
\ \
r \ \f) :
( 10“ \BrJames Ussher, science leader of the vaccme*césearbh platform (Vaccine Alliance Aotearoa
\\} " New Zealand) ( ‘!‘\‘)

e John Whaanga, Maori Health repregentatlve, Mmlstry of Health
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e Mark Vink, Acting Director, COV!D‘Economlc Response Directorate, Treasury
\\\\ D
e Melody Guy, Aﬁtm \B(weetor COVID Economic Response Directorate, Treasury
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The Task. Force\can éI!oose to co-opt members if it considers that it requires access to expertise
that it. ri}lét\l'eaally available, or invite experts to attend in order to support a particular
(:{iSCBSSI n.

D)°
RESPONSIBILITIES
Members of the Task Force will be responsible for representing their agencies, communicating the
Task Force’s decisions and implications back to these agencies, and ensuring that commitments
and agreed actions are undertaken.

it is the responsibility of each Task Force member to engage across their agency in order to
represent their views in the task force and to be able to commit their agency to actions agreed by
the task force.

ACCOUNTABILITIES
The COVID-19 Vaccine Strategy Task Force’s accountabilities are to:

e The Chief Executives of the Ministry of Business, Innovation and Employment, the Ministry of




Health, and the Ministry of Foreign Affairs and Trade, and through them to

¢ The Minster of Research, Science and Innovation, the Minister of Health, and the Minister of
Foreign Affairs and Trade

DECISION RIGHTS

The COVID-19 Vaccine Strategy Task Force does not supersede mternal agency accountabilities,
and therefore takes decisions by consensus. If agreement cannqt be reached decisions can be
escalated to Ministers, and ultimately Cabinet. In keeping with\good mter-agency practice,
however, this should be seen as a last resort. )

OPERATION
Frequency of meetings AN '
The COVID-19 Vaccine Strategy Task Fon:e wdl meet every fortnight. (. {

Role of the Chair Az i g
The Chair will pro\ride 6veraill leadership of the strategy, and work tcr ensure\agreed positions are

reached wher\ ea nessuble

Quorum will be a majority of Task Force members {half\he tommlttee members plus one).

;t is expected that named members will attem:l to" !'epresent their agency whenever possible.
Where a member is unable to attend, they m%yhnemmate someone acting in their position to
attend on their behalf so long as that_perSQn still has the ability to commit the agency to action as
set out in responsibilities above.

Conflicts of Interest . e
Members should be aware of all actual, perceived and potential conflicts of interest and notify the
Chair prlor to anymeetmg The Secretariat will maintain a register of notified conflicts.

Repqrt\in,s-
The COVAD-19 Vaccine Strategy Task Force will report through joint Ministers to Cabinet as
required by Cabinet decisions.

Meeting minutes
The Chair will review minutes prior to circulation for endorsement by the Task Force at the
following meeting.

Action items will be recorded for all meetings and distributed to Task Force members by the
Secretariat.

Secretariat
MBIE will provide the Secretariat. It is the Secretariat’s responsibility to:

e Ensure meeting packs are created and promulgated to the committee within an appropriate
timeframe agreed by the Task Force.




e Liaise with the Chair and key stakeholders regarding materials being submitted to the Task
Force.

e Ensure meeting rooms, teleconference, or video conference units are booked.

® Provide draft minutes to the Chair as soon as possible after a Task Force meeting, and ensure
that actions are being followed up in accordance with the agr ie dates.
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COVID-19 Vaccine Strategy Science and Technical Advisory Group

TERMS OF REFERENCE

<*Q 3

The role of the COVID-19 Vaccine Strategy SCI ?&hmcal Advisory Group (STAG) is to prowde}
scientific and technical advice on vaccine dxlow nt’ manufacturing, and safety to the COVI ’ig\
Vaccine Strategy Taskforce. The Chalr(\ar{@\wat\j one other member of the Advisory Grou q\\\://\ N

represented on the Taskforce to ré”gresq bits views. v'/\

PURPOSE

/

This will ensure that: a\@) /-\S%\B

e The dwectc&?é r':‘ﬂ;rategy is consistently informed by up to d&fgs%\%tlf)and technical
-/

mforr/n é) i
@g}é&/g’; is executed within a broad understandrr% \e\ gntlflc and technical context as it
O

) ajp)ies to New Zealand, including capturing ar, tlﬂc perspectives

The Taskforce has access to its own sou([?c gf?t}n}lﬁc advice when it is required

\\)

SCOPE A \{Q‘&\

The COVID-19 Vaccine St(ate Scuené and Technical Advisory Group will be responsible for providing
scientific and technic adv‘}g,e 10. the COVID-19 Vaccine Strategy Taskforce on the development,
manufacturing of V/ECIqes ‘énd to assist in making judgments about likely safety and effectiveness
while vaccnr}e;c%iu& are in development and full safety information is unavailable.

The Scaeqt@\'(g Technical Advisory Group may also be called on to answer specific questions at the
req\ esigyf\the Taskforce that would benefit from its expertise.

The Science and Technical Advisory Group does not substitute for established scientific advice
processes that serve the needs of individual agencies represented on the Taskforce, and when formal
agency processes require advice from a standing advisory group, the agency group’s scientific advice
should be seen to prevail in accordance with the agency’s formal processes.

When the Taskforce considers it more appropriate it may request advice from specific agency advisory
groups, with the agreement of the responsible agency.

Agency representatives on the Taskforce are also entitled to draw on their own scientific advisory
groups to support their participation in the Taskforce, and to add to our contest any advice provided
by the Science and Technical Advisory Group.



MEMBERSHIP

e lan Town (Ministry of Health, Chair)*
e David Murdoch (University of Otago Christchurch, Deputy Chair)*
e Sue Crengle (University of Otago)

e |an Frazer (University of Queensland)

e Matire Harwood (Auckland University)*
e Graeme Jarvis (Medicines NZ)

e Peter Mcintyre (University of Otago)*

e Nikki Moreland {Auckland Umver5|ty}?/ )\ 4 .
QNN Y)¥

UmverS!t *

\ e y)

e John Taylor (Auckland Um(tersrcy). D

o Helen Petousis-Harris (Auckland

o  Nikki Turner (Auckland L‘jlversm./)*

¢ James Ussher (Umve;s:ty of Otago) : ( ) s

A Scuentlft{: and Chmcal Revuew Panel has also been establlshed as a Sub Eommlttee of the STAG,
convened by the STAG Deputy Chair. The role of this Sub- Commtttee is to provide advice to the
Ta\skf ce 6n the scientific and clinical merits of Covi 19 vaccine candidates assessed as part of New
@ealand’s Advance Purchasing Agreement pro rwa 'the international COVAX Facility.
Members of the Scientific and Clinical Re__\.:\l\ a elare marked with an asterisk in the membership
list above. S

RESPONSIBILITIES

Members of the Scrence ahd Technlcal Advisory Group serve in their individual capacity as experts.
They are respohsrb e for presentlng their views as objectively as possible and contributing their
perspec;mes to adwce prowded to the Taskforce. Members are expected to weigh the views of other
meinbers in shpportmg the chair to provide the best possible advice to the Task Force.

(N

AC -Q!JIN‘TI\\’BILITIES

The COVID-19 Vaccine Strategy Science and Technical Advisory Group’s accountabilities are to:
e Provide advice to the COVID-19 Vaccine Strategy Taskforce as requested by the Taskforce.
DECISION RIGHTS

The COVID-19 Vaccine Strategy Science and Technical Advisory Group does not take decisions.

The Science and Technical Advisory Group is not expected to reach consensus, and the Chair may
present its advice as a range of views.



OPERATION

Frequency of meetings
The COVID-19 Vaccine Strategy Science and Technical Advisory Group will meet monthly or at the
request of the Taskforce.

The Science and Technical Advisory Group may be asked to meet on an.ad hoc basis outside of the
agreed meeting rhythm.

Role of the Chair _
The Chair of the Taskforce is responsible for summar:sing advrce for the Taskforce, including in

accurately reflecting the range of views expressed and fa:rlv representing any disagreements on
technical issues. AN\ =
Quorum \» N
Quorum will be a majorlty of Smenceand’Technlcal Advisory Group members (half the commattee

members plus one).

C A\
) SE N

Because members {éﬁre-h’}_‘;tﬁe\ir individual capacity there are no subs_fait‘_ﬁré\\s{‘- e’

o N\ N
\ 8 L,

Conflicts( @f interest
Members shou!d be aware of all actual, perceived and potenmal confllcts of interest and notify the
fCha;r«pripr to any meeting. The Secretariat will mamtam a reg;ster of notified conflicts.

\Fees and expenses 2\\)) ¥

Payment of fees and expenses incurred wrl be made to STAG members for attendance at and
preparation for STAG meetings. Thls rnciudes activities relating to the Scientific and Clinical Review
Panel for eligible STAG members ]

,,,,, s Commission guidance on payment, a maximum daily fee of $865 is
available for memhers attendlng meetings, including preparation. For members acting in Chair and
Convenor rples, a max:mum daily fee of $1150 is available. No fees will be paid for any STAG member
employed y.a publlc sector department.

In line with the State Servr

These_ Jr,a,tes wnII be applied on a pro-rata basis for number of hours worked. Payment will be made on
an hotirly basis for all time spent at meetings, plus one hour of preparation/follow up time for every
two hours of meeting time.

Expenses for participation will be reimbursed for out-of-pocket travel, meals, and accommodation
actually and reasonably incurred.

Any additional work carried out by members, beyond attendance, preparation and follow-up to
meetings, should be approved by the Chair, before being carried out.

Reporting
The COVID-19 Vaccine Strategy Science and Technical Advisory Group will report to the Taskforce



through its Chair.

Meeting minutes
The Chair will review minutes prior to circulation for endorsement by the Science and Technical
Advisory Group at the following meeting.

Secretariat /-{\
MBIE will provide the Secretariat. It is the Secretariat’s responsubihty '?b.\ D
A { \ \3
¢ Ensure meeting packs are created and promulgated to the t:omhmttee within an appropriate
timeframe agreed by the Science and Techmcal Ad\nsory Group

\ <o \\
(
o Liaise with the Chair and key stakeholders regﬂdmg’matenals being submitted to the Scnen \
and Technical Advisory Group. \_‘\ \'J’,." =1 \5

l' h \\- -.,___ ’
¢ Ensure meeting rooms, teleconference, or video conference units are booked \b >
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e Provide draft mlnutes to thé Chair as soon as possible after a Science and- Teehnkcal Adwsory
Group meetmg, :and\ensure that actions are being followed up in acc’ordance)mth the agreed due
dates g
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In Confidence

Request that the Minister of Finance give an indemnity in favour of
AstraZeneca Limited under section 65ZD of the Public Finance Act
1989

Introduction

1. Negotiations have concluded on an agreement for, the supply of vaccines from
AstraZeneca Limited (“AstraZeneca”).

2.  AstraZeneca has offered New Zealand 3.8 millio\r} courses of its vaccine candidate
(known as AZD1222) for delivery as early as the'second quarter of 2021. This is the
amount available to New Zealand af this t}‘me. The candidate is a non-replicating viral
vector vaccine administered intra- L\]scularly in two doses at least a month apart.’ It
will cost FEE T course which Qstra_Zeneca represents as a not-for-profit global
pandemic price. If sucégssfully‘developed and delivered this vaccine purchase will cost
JIIEE million (which requires a total of I million to be set aside to address foreign
exchange risk).2 B[ (AN ' j SRR

@

Non-replicating viral vector vaccines are a relatively new technology. The viral vector
used in the vaccine candidate has been used previously i\}a MERS vaccine, and there
have been unlicensed vaccines based on the viral platform for malaria, HIV, influenza,
hepatitis C, tuberculosis, Ebola and others.

e

Similarly to the negotiations with the other three priority vaccine candidate suppliers,
negotiations with AstraZeneca 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:

o

While there are inherent risks-to the delivery time of all vaccine candidates, there is a
potential to receive a large number of vaccines before the end of 2021, which would
support efforts to.prevent and manage health risks associated with COVID-19 in a

timely manner. BRI T At

o

The terms, of AstraZeneca’s offer to sell the vaccines to New Zealand are contained in
the legally binding Advanced Purchase Agreement (APA) attached as Annex One. |

1
B

7.~ Officials believe there is a strong rationale to sign the purchase agreement because:

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

b.  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

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

? The sale price is denominated in USD and the vaccine costs | licourse. Using today's indicative NZD-USD exchange
rate of 0.6595 the estimated cost of each vaccine is? GEYT There is a foreign exchange risk because the price is
denominated in USD, and the Treasury have recommended including headroom of million to address that risk.

1
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In Confidence

New Zealand. This gives us confidence in their ability to develop, manufacture
and deliver a vaccine to prescribed standards.

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

d. ltis 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 candidate®. 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.

e. The candidate is likely to be available to be deployed across the population
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
COVAKX Facility, should this be desirable for New Zealand’s immunisation
strategy.

f. Older populations tend to have dampened immune responses to vaccines. Early
results suggest that this vaccine is equally immunogenic.in older and younger
population groups. The vaccine may also reduce transmission as it may be
effective against asymptomatic infection. Recent research indicates that almost
half of ail people infected with COVID-19 are as\/@tomatic.

g. While early results show some promise, as.with-other candidates, trial data
suggest there are temporary side-effects from the vaccination, 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.

8.  AstraZeneca and the University.of Oxford released information about Phase ill clinical
trial results on 23 November. - The main 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 promis‘lng, but there have been too few cases of COVID-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.

9. 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. 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
available at the time decisions are made whether to use the vaccine.

10. As part of the supply agreement AstraZeneca is seeking an indemnity

¥ 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 15 million courses and the EU has purchased 150
million courses.

201123 AstraZeneca business case,doc



In Confidence

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

11. AstraZeneca is seeking the indemnity because:

a. they are developing the vaccine in accelerated clinical trial tﬁ?t are less likely

than non-accelerated trials to detect uncommo /)dverse\e?fects or possible
contraindications:* r% L%

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

N}/
12. This document sets out the Pu&\ess\case for the indemnity that we have negotlated )
taking into account adwce\from our external legal adviser Bell Gully. \ \. \, /}
\\\ \\\\ \\/ f
Background \
NS\ T A\

13. ltis not une pec’ged ,for pharmaceutical companies to seek mdemnltles fro \ “‘“ )
governments ﬁ circumstances where clinical trials are restricted ,-or appro al\ls
granted before fu]l trials are completed. / 2 \\>

14. AOn“S‘Ogober the Minister of Finance granted an indemnity.in /\ \\{9ur of Pfizer inc and

\, ¥ BloNTech as part of an APA for the purchase of themC \7I 9 vaccine, BNT162.

-

/)-(\'I\\ \. /> \ ( .
¢ 15, 2 Joint Ministers have also agreed to non- bmdmg I;lgad of Terms (including an
~\7 _ indemnity along similar lines to the Pfizer mdemmty) for an APA with Janssen
NN ‘\_ ) o
< & ‘\\",f‘ Pharmaceutica NV (“Janssen”). ,—h(\\\,\x %
\ \ -‘".,.-? ih ™, \

16. Indemnity clauses are also Corpmoﬁ in APAé’between pharmaceutical companies and
governments mternatlonallyr\fonfvthe\supply of pandemic influenza vaccines. The
Minister of Finance hasfglver}:\gn\mdemmty in relation to influenza vaccine on four

occasions. (\: \::) )
Our aim in negotlatlo’ns on m&emmty is to minimise the Crown’s liability
/\\ \ LY />

B N

In order {o\m}nLnjlse the Crown's liability, in negotiations with pharmaceutical

companles we are seeking 1211}

17.

1 AstraZeneca 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).

201123 AstraZeneca business case.doc
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In Confidence

Scope of the indemnity

19. The indemnity reads:

8(2)(ba)(i) &{ii)

201123 AstraZeneca business case.doc
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9(2)(ba)(i) & (ii)
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In Confidence

9(2)(ba)(i) & (i)
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9(2)(ba)(i) & (ii)
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20. Bell Gully has provided the following explanation of the provisions:
4(2)(h), 9(2)(ba)(i) & (i)

201123 AstraZeneca business case.doc
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9(2)(h), 9(2)(ba)(i) & (i)
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In Confidence

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

28. A table comparing the AstraZeneca, Janssen and Rfizer indemnities is attached at

Annex Two.

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

Exposure, risk and mitigation

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

ACC will cover most of the Crok liability for adverse effects associated with use of the

vaccine \

31.  ACC can cover per\sonal‘mjunes arising from the administration of a vaccine by a
registered medical proﬁassuonal ® Costs to ACC related to use of the vaccine in New
Zealand will ans%regardless of the provision of contractual indemnity.

The I/ab///t.@mated with claims not covered by ACC is relatively low-risk
N\

B?I G\ully has advised that “overall, the risks associated with claims (/¢4 (52) (02 (1

which would not be covered by

y low (particularly when assessed against the

( Q \3 risks of not accessing a vaccine), with the Crown able to take certain steps to protect
its position as far as possible. However, the exact risk in each case will depend upon
the nature of the vaccine (including its efficacy and side effects) as well as how widely
the vaccine is ultimately used in the population.

(2)(h). 9(2)(ba)(i) & (i)

“ Access to cover depends on the circumstances of the injury — including that there must be a clear causal link between the
treatment and the injury, and the injury must not be a necessary part or ordinary consequence of the treatment.

11
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9(2)(h), 9(2)(ba)(i) & (i)
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(2)(h), 9(2)(ba)(i) & (i)

20, o160 & (1)
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9(2)(h), 9(2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (ii)
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In Confidence
(2)(h), 9(2)(ba)(i) & (ii)

9,(2).4) 9(2)(h), 9(2)(ba)(i) & (i)

201123 AstraZeneca business case.doc
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9,(2).0) 9(2)(h), 9(2)(ba)(i) & (i)

48%Ba\Ggﬁyfgdvises that it is not possible at this stage to estimate the maximum potential
e \}Ii{é‘bili}\/ the Crown could incur under the AstraZeneca indemnity because “there
- " ‘remains too great a range of uncertainties, including around the risks associated with
A~ '\\ the vaccine and its side effects, its physical properties and how it will be deployed in
(&)} New Zealand.”
bR
There are measures in place to mitigate the risk of injuries

49. As noted above, ACC cover is likely to be available for most injuries caused by the
vaccine. Injuries could also, however, result in claims not barred by the Accident
Compensation Act — for example claims for EIEEEN AT

. — though as
noted above, Bell Gully considers these risks to be relatively low.

50. AstraZeneca’s status as a well-established company in New Zealand with strong
capability to facilitate or support the distribution, tracking and recall of a vaccine

17
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In Confidence

mitigates the risk of treatment injuries associated with use of the vaccine. Other
measures to mitigate the risk of injuries include:

Medsafe will be undertaking a risk-benefit assessment as part of the regulatory
approval process to ensure the vaccine meets internationally accepted criteria for
safety, quality and effectiveness. Medsafe will also be seeking:its-own independent
expert advice and will work with regulators globally (€g FDA; EMA, TGA) to assess
the safety and efficacy of the vaccine.

Medsafe is developing a strategy for monitoring the vaccine once it is being used.
This may include adverse-reaction reporting, active monitoring (via SMS text.and real
time analysis), requirements on companies to provide adverse reaction information
globally, ‘and sharing monitoring data with other regulators to identify ‘safety issues.
This ﬁ\oni?oring will allow Medsafe to take timely action if a safety.issue’emerges.

Replacement of the National Immunisation Register with 'a new National

Immunisation Solution (expected in Q1 2021) to-monitor-who has received doses
of'the vaccine.

Requirements on the supplier to have a risk- management and post-marketing
surveillance programme /21 A 5 3 '

We are working to mitigate additional risks associated with the indemnity

51.

52.

53.

A key aspect of our communications and engagement approach is to acknowledge
that public expectations of potential vaccines may be unrealistic, and to actively
manage these expectations as part our stakeholder and public communication. This
will help mitigate the.risk of any claims relating to an ineffective vaccine or negligent
misstatement:

The.indemnity could reduce public confidence in the vaccine and therefore reduce
uptake. This might cause a flow-on in reduced public confidence in vaccines in
general, potentially reducing immunisation rates for other diseases. This could
ultimately result in reduced public confidence in the government and the health
system.

To mitigate this risk, which will apply to all indemnities in APAs, we are seeking to limit
the scope of indemnity provisions as far as possible. In addition, we will develop key
messaging that provides context around the issue of indemnity in the event of public or
media interest (noting that the indemnity will be public knowledge at some stage
because the Minister of Finance is required to table a statement about the indemnity in
the House as soon as practicable after giving the indemnity. Such statements have
already been tabled in relation to the APA with Pfizer and our participation in the
COVAX Facility.)

18
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3(2)(ba)(i) & (ii)

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

Termination Arrangements

61. IRIHOEND)
Necessary or Expedient in the Public Interest

19
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62.

In Confidence

The Public Finance Act (PFA) says that the Minister of Finance may give an indemnity
if it appears to the Minister to be necessary or expedient in the public interest to do so.

The indemnity is in the interest of the New Zealand public because its benefits
outweigh its risks

63.

64.

The meaning of “public interest” depends on the circumstances and can be
multi-faceted, but it is generally accepted that it is broﬁﬁy qﬂﬁa\lent to the public good
or what is in the best interests of society. In the contextof the Public Finance Act the
public interest can be viewed as the interest of‘the New Zealand pubiic.

We judge that the indemnity is in the interest ofithe New Zealand public because the
benefits that the APA can bring to New Zealg,nd outlined below) outweigh the risks
described in the “Exposure, risks and mitiéa\ntion" section.

The key benefit of the indemnity is:that it will allow New Zealand to conciude a
bilateral APA with AstraZeneca

65.

66.

67.

68.

69.

An APA with AstraZeneca will in turn bring the below benefits to the Crown-and to the
New Zealand puEHc.

An APA with AstraZeneca will contribute to our portfolio of APAs_ for promising vaccine
candidates.

A po%tfolio approach is intended to manage a range of risks agg provide safe and
effective vaccines to choose from for early deployment@s part.of New Zealand’s
immunisation strategy. This improves the chances o‘&%cquiﬁng vaccines that can
support achieving population cover from COVIP—“IQ ih'a timely manner. The
construction of the portfolio therefore requ‘\re,s the selection of vaccine candidates that
ensure diversity across technology platforms, vaccine characteristics, suppliers, and
timeframes, and that are suitable for use in the Realm of New Zealand and other
Polynesian countries.

This vaccine could play an impertant role in the portfolio to provide broad population
coverage and be effective for older people:

a. Older popu a‘tjons tend to have dampened immune 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 outcomes 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.

Similar to Janssen’'s vaccine, the AstraZeneca vaccine could offer broad
population cover (with a top-up purchase through the COVAX Facility, which we
have expressed interest in - briefing MBIE-2021-0858 refers) and is based on
replicating viral vector technology. This is one of the three platform types we
expect the core portfolio to include.

Broad population 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
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
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70.

71.

72.

73.

74.

75.

76.

77.

In Confidence

similar purchase frameworks to ours, and a number have purchase agreements for
both the Janssen and AstraZeneca viral vector candidates.

The vaccine could bring economic and social benefits to New Zealand if it is
successful and Medsafe judges it to be safe and effective for use in New Zealand, and
it is rolled out as part of the immunisation programme.

Immunisation could help reduce severity of ililness among those who are vaccinated,
ensure our health system is not overwhelmed, and provide a level of immunity from
COVID-19. Achieving population immunity from-COVID-19 and reducing transmission
rates will also reduce and potentially eliminate our reliance on blunter tools like border
controls and lockdowns.

Economic impacts

The main economic impacts of a sticcessful vaccine roll-out would be to reduce the
risks of entering high alert levels and the economic costs associated with those levels,
and to enable a relaxation of border restrictions. Immunisation is the only public health
tool that would reduce the level of threat posed by COVID-19, rather than s{w@lding
against the disease as our other tools (e.g. isolation, testing, restrictions on movement)
are designed 10 do.

If a successful-vaccine or therapeutic sufficiently reduced the level of threat posed by
COVID-19,-and thus contributed to a relaxation or eventual removal of border
restrictions, we do not anticipate an immediate recovery\in international travel to levels
seen prior to the COVID-19 pandemic. This reflects negative impacts on household
income and a possible change in traveller behaviours, while it may take some time for
capacity on international air routes to be re-established.

The Treasury estimates that nationwide Alert Level controls have the following impacts
on GDP:

Level 4 | 25%-30%
| Level 3 | 15%-20%
| Level 2 | 6%-10%

Level1 [ 3%-5%

Note the estimated economic costs of different Alert Levels are based on historical
data, and do not reflect how firms and households adapt behaviour, nor do they
reflect the changes in Government policy.

The Pre-election Economic and Fiscal Update (PREFU), assumes a combination of
Alert Level 3 and 2 restrictions lasting approximately four weeks in the September
2020 quarter. Alert Level 1 restrictions are then assumed to apply until 1 January
2022.

The main scenario in PREFU assumes that border restrictions are to be lifted on 1
January 2022. However, travel services exports, including tourism and international
education services, are assumed to start recovering from the September 2021 quarter
onwards, reflecting the possibility of safe travel arrangements being agreed. This will
allow some services exports and non-New Zealander net migration to resume.
However, the effects of COVID-19 will continue to be far-reaching and the pace at
which services exports such as tourism and international education will recover
remains uncertain.
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79.

80.
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In August the Minister of Foreign Affairs agreed in principle that Official Development
Assistance could be used to reimburse the cost of vaccines passed on to Polynesian
countries.

)(ba)(i ] 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 the frozen distribution required for some other candidates).

We are workmg through the issues that provision of vaccine to Pacific countries would
raise, which i (i) & include distribution of vaccine doses,
additional support requ1red ensuring the vaccines are appropriate for the Pacific
environment, and how the transfer of funding and/or cost-sharing might be
operationalised.

The indemnity is expedient inthe Qx\blic interest

81.

82.

83.

84.

85.

86.

87.

The word “expedient” is not defined in the PFA but Crown Law has advised that there
is authority in differing contexts that it means "fitting”, “suitable”, “desirable” or
“convenient”,

Granting the indemnity in order to conclude an APA with AstraZeneca is. expedient
because it will help us achieve our Vaccine Strategy objective of securing enough safe
and effective vaccines for New Zealand and Polynesia.

In-order to achieve this objective, we need a portfolio containing at least four
candidates with diverse technology platforms an ahd characteristics, in quantities
sufficient for broad population cover.

To have the best chance of achieving population immunity from COVID-19 as soon as
possible, we need to purchase vaccines through bilateral APAs. This route offers
faster access to vaccines than others would (eg purchasing vaccines solely through
the COVAX Facility, which is capped at doses for 50% of our population with an
uncertain end date for delivery). Domestic manufacturing of COVID-19 vaccines is also
not viable in the short term, because vaccine developers we have been in negotiations
with have already made manufacturing arrangements for the vaccines they intend to
produce in the next year or two.

At this stage our portfolio is still under construction. So far we have one vaccine
offering wide population coverage (five million courses of the Janssen vaccine
candidate, a viral vector vaccine). An agreement with AstraZeneca would populate the
portfolio with a second candidate in sufficient quantities to provide broad population
cover (when topped up through a purchase via the COVAX Facility).

We might also be able to increase our volume of Pflzer/BloNTech s mMRNA vaccme
from 750,000 courses to wide coverage levels S@fiyy i

In addition to the above three candidates, the Vaccine Task Force has prioritised
concluding an APA for the purchase of a fourth vaccine candidate produced by
Novavax by the end of the year. Securing these four APAs will give us a promising
‘core portfolio’ that is expected to meet the objectives of the Vaccine Strategy.®

& Cabinet agreed to the COVID-19 Vaccine Strategy in May 2020. The objective is to secure access to sufficient quantities of

safe and effective COVID-19 vaccines to implement a preferred immunisation programme at the earliest possible time.
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88. With a ‘core portfolio’ secured (including increased vaccines from Pfizer) 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.

89. Not purchasing the AstraZeneca candidate would have the follo ng,impIications for
the portfolio:

* Assuming that additional vaccines are purcrgé‘ed from Pfizer and an
agreement is concluded with Novava§ we may need to consider purchasing a
different vaccine candidate to form- the core > portfolio of four candidates with
wide coverage. There is on|we\/l Jternatuve at present, based on

negotiations already underway. That v’?:cme candidate has not yet reported Cj\\)
results from human trials; SI& BT T <€ \
we would be unlikely to \;’})

recommend pu chafmg that candidate until we have more information,

\

e I|fan lt@ to the AstraZeneca vaccine candidate was not/ pu’r\g\{“d ;. the
por OIIO would’only have two (or three if sufficient Pfizer vacci neQa -
chassd) va o 1

purcr\m s /@q)avaccme candidates that provide broad popul on cov ) may still
haVe‘one’candldate from each of the three main pIa;forn\‘l we~areztarget|ng, but
(\“ - there would be reduced options for the immunisation’ pro\g>ramme when

Q &r . \: dé'é;dlng what vaccines to deploy and when. \t\

//_,,

f

(
A
" Overall judgement \\
i [\ < 2 \\//’ \\
\ \L N\ <» g As for the Pfizer indemnity, Bell Gully s adlsedithat the risks associated with claims
\:\, N b th s Accident Compensation Act seem likely to

be relatively low, with the Cro@n able to take certain steps to protect its position as
far as possible.

(2}_(ba)[i} & (ii)

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

93. We judge that in the current cwc‘umstances where New Zealand'’s ability to recover\ \2

from the COVID-19- pande\mlc/and relax public health controls relies on obtalrm\g safe\
and effective vaocmes the benefits of concluding an APA with AstraZeneca outwelgh

the risks and jUStlfy grantlng the indemnity. o \)
AN\ A\ (\ \_ :\
(¢ ﬂq\\-if‘ AN
Rlsk Management \ N\
( \\ \\

&
< 94, @9LM|mstry of Health and other agencies are puttlng in pIace the risk management

S %

L \ -measures as outlined in the “Exposure, Risk and Mlhgatlon section above.

‘_1 {,- “n \- \-

\

\& Other considerations - \\J) N

7 N \ S >
/ \\ \
95. The business case reflects specn‘lc Iegal advice (legally privileged) from Bell Gully and

Crown Law as referred to in thextexﬂ Bell Gully has also reviewed this document.

Responsible Minister Br-|ef|ng

96. We are brleflng responsuble Mlmsters in parallel with submitting the business case to
the Treasuryt in order/to conclude the agreement with AstraZeneca as quickly as
possible QAstraZen_eca s offer is time-limited, and the purchase agreement needs to be

conclliaed promptly in order to secure the vaccines for New Zealand from a giobal
alloca ion. 1%) Ak
/ \\‘\

!

thiflcatlon Requirements

\\ /\
97 O We have provided a draft notice for the indemnity because the exposure is
) unquantifiable. This statement is intended to be tabled in the House of

Representatives once the indemnity is given, and the Definitive Agreement is signed.

Statement of Indemnity given under the Public Finance Act 1989

Pursuant to section 65ZD(3) of the Public Finance Act 1989, the Minister of Finance makes
the following statement:

On [date] I, Grant Robertson, Minister of Finance, on behalf of the Crown, gave an indemnity
in favour of AstraZeneca in an Advance Purchase Agreement for the supply of AZD1222, a
vaccine for the prevention of SARS-CoV-2 in humans.
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Dated at Wellington this [insert date of month] day of [insert month] [insert year].

Hon Grant Robertson
Minister of Finance

Recommendation

The Ministry of Business, Innovation and Emp oyment and the Ministry of Health recommend
that the Minister of Finance approve the giving of the indemnity in favour of AstraZeneca on
the terms contained in the supply agreement in’/Annex Onetable.

Peter Crabtree
Delegate, of Chief Executive Carolyn Tremain
Ministry of Business, Innovation and Employment

Maree Roberts
Deputy Director-General, System Strategy and Policy

Delegate of Director-General and Chief Executive Dr Ashley Bloomfield
Ministry of Health
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Request that the Minister of Finance give an indemnity in favour of
Janssen Pharmaceutica NV under section 65ZD of the Public
Finance Act 1989

Introduction

1.

Negotiations have concluded on a definitive advance purchase agreement (APA) for
the purchase of vaccines from Janssen Pharmaceutica NV (Janssen).

Ministers agreed to non-binding heads of terms forming the basis of this APA in
November, and both parties agreed at that time to negotiate a definitive APA within
four weeks. The heads of terms demonstrated the parties’ intention to conclude a
binding agreement but do not-constitute-a‘legal obligation on Janssen to supply their
vaccine candidate to New Zealand.

Janssen has offered New Zealand two million courses of its vaccine candidate (known
as Ad26.COV2.5).4]] YY) 2 and an option to-purchase a
further three m|II|on courses 9(2)(ba)i)i& (i) . The candidate is an inactivated viral
vector vaccine:" It will cost | icourse which Janssen represents as a non-profit
global pandemic price. If successfully developed and delivered this vaccine purchase
will cost #515 million (which requires a total of 295 million to be set aside to address
forelgn exchange 9K (2)(ba)(i) & i) o NN /
SN . AN

Similarly to the other three priority vaccine candidate, suppliers, 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 over 2021
and 2022.

The terms of Janssen’s-offer to sell the vaccines to New Zealand are contained in the
APA attached as Annex One. The substantive terms of the proposed APA were
agreed in the non-binding heads of terms arrangement executed in November. The
APA 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.

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

' 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 The sale price is denominated in USD and the vaccine costs [ Icourse. Using today’s indicative NZD-USD exchange rate
of 0.6595 the estimated cost of each lvaccine is | . Five million vaccines costs Imillion which would be

million. There is a foreign exchange risk and the Treasury have recommended including headroom of il million

to address that risk. Therefore the amount required to be set aside for the purchase is million.

1
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11.

12.

in Confidence

Officials are not recommending exercising the option to purchase the additional three
million courses at this stage because further relevant mformatlon may become
available before this decision is necessary. | ' '

Officials believe there is a strong rationale to sign the APA because:

a.  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.

b.  Janssen, along with its parent.company Johnson & Johnson, 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.

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

d. . Itis oneof 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 frameworks to ours, using their experts to-interrogate the early
science results, trial designs and manufacturing programmes.

e. The Janssen candidate will populate the portfolio with a viral vector vaccine that
offers broad population cover (we-have ‘3.8.million courses of the other viral
vector candidate in the portfolio — the 'AstraZeneca candidate — which we are
seeking to top up through‘the. COVAX Facility).

f. 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 further testing has been completed.

A__s par_t of_the APA, Janssen is seeking an indemnity from the Crown STEE
i S g The indemnity will
onIy apply to the extent loss is not covered, or claims are not barred, by the Accident
Compensation Act (AC Act). -

Janssen are seeking the indemnity because:

“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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a) they are developing the vaccine in accelerated clinical trials that are less likely
than non-accelerated trials to detect uncommon adverse effects or possible
contraindications; ® and

13. This document sets out the business case for the indemnity that we have negotiated,
taking into account advice from our external legal adviser.Bell Gully.

14. The business case incorporates the information-and-advice from our external legal
advisers that we provided to the Treasury about the indemnity in November (attached
at Annex Two), with two key updates:

¢ An assessment of the indemnity-like obligations in the agreement

¢ A comparison of the indemnity with indemnities negotiated with AstraZeneca
and Novavax as well.as Pfizer.

Background

15. It is not unexpected for pharmaceutical companies to seek indemnities from
governments in circumstances where clinical trials are restricted, or.approval is
granted before full trials are completed.

16. " As part of purchase agreements for COVID-19 vaccines, the Minister of Finance
granted indemnities in favour of Pfizer/BioNTech-on.5'October, Novavax on 15
December and AstraZeneca on 15 December.

17. Indemnity clauses are also common in"/APAs between pharmaceutical companies and
governments internationally for the 'supply of pandemic influenza vaccines. The
Minister of Finance has given-an.indemnity in relation to influenza vaccine on four
occasions.

Our aim in negotiations on indemnity is to minimise the Crown’s liability

18. In order to minimise the Crown’s liability, in negotiations with pharmaceutical
companie_s we are_§eeking

5 Janssen 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)
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Scope of the indemnity

(2)(ba)(i) & (i)
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(2)(ba) (i) & (ii)
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2)(ba)(i) & (i)
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24, Bell Gully has provided the following explanation of the provisions:
9(2)(h), 9(2)(ba)(i) & (ii)
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9(2)(h). 9(2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (ii)

/)
31. table comparing the Janssen, Pfizer, AstraZeneca and Novavax indemnities is

A,

ttached at Annex Three.”
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Exposure, risk and mitigation

ACC will cover most of the Crown’s liability for adverse effects associated with use of the
vaccine

33. ACC can cover personal injuries arising from the adminis{t(at/i;én\ of a vaccine by a
registered medical professional.® Costs to ACC related to use of the vaccine in New

Zealand will arise regardless of the provision of conti'actualxi\rlger{'\nity.

<éé\is relatively low-risk
NS

The liability associated with claims not covered by

>
34. Bell Gully has advised that “[o]verall,/thegl(s\ gsgo\c\:iated with claims which would not ‘
be covered by the AC Act seem Iikely‘tb\bé«;glatively low (particularly when assessed R
against the risks of not accessing' a:véc\gip]e), with the Crown able to take certain steps - \
to protect its position as fap.@g-B;Qisib,!e./However, the exact risk in each case will C
depend upon the nature of the vaccine (including its efficacy and side effects) as wel{;\\gj"_'/

as how widely the vaccine is\ﬁjti\rﬁ’ately used in the population.

S AN
9(2)(h), 9(2)(ba)(i) & (ir): " :

8 Access to cover depends on the circumstances of the injury — including that there must be a clear causal link between the
treatment and the injury, and the injury must not be a necessary part or ordinary consequence of the treatment.

11
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9(2)(h), 9(2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (i)

EFLLRNAWL,
9(2)(), 9(2)(h), 9(2)(ba)(i) & (it}
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(2)(). 9(2)(h). 9(2)(ba)(i) & (i)

Bell Gully advises that it is not possible at this stage to estimate the maximum potential
liability the Crown could incur under the Janssen indemnity because “there remains
too great a range of uncertainties, including around the risks associated with the
vaccine and its side effects, its physical properties and how it will be deployed in New

Zealand.”

There are measures in place to mitigate the risk of injuries

45. As noted above, ACC cover is likely to be available for most injuries caused by the
vaccine. Injuries could also, however, result in claims not barred by the Accident

Compensation Act — for example claims for [ a0
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§(2)(ba)(i) —though as noted
above, Bell Gully considers these risks to be relatively low.

Janssen’s (and its parent company Johnson and Johnson’s) very strong track record in
producing safe and efficacious pharmaceutical products for use’globally and in New
Zealand, and associated capability to facilitate or support the distribution, tracking and
recall of a vaccine, mitigates the risk of treatment injuries associated with use of the
vaccine. Other measures to mitigate the risk of injuries include:

Medsafe will be undertaking a risk-benefit_assessment as part of the regulatory
approval process to ensure the vaccine meets_internationally accepted criteria for
safety, quality and effectiveness. Medsafe will also be seeking its own independent
expert advice and will work with regulators-globally (e.g. FDA, EMA, TGA) to assess
the safety and efficacy of the Janssen vaccine.

|
-
o
X R

Medsafe-is developing a strategy for monitoring the vaccine once it-is being used.
This.may include adverse reaction reporting, active monitoring.(via SMS text and real
time' analysis), requirements on companies to provide adverse reaction information
globally, and sharing monitoring data with other regulators to identify safety issues.
This monitoring will allow Medsafe to take timely action if a safety issue emerges.

Replacement of the National Immunisation Register with a new National
Immunisation Solution (expected in-Q1:2021) to ' monitor who has received doses of
the vaccine.

Requirements on the suppller to have a risk management and post-marketing
survelllance programme a) i) & (i)

We are working to mitigate additional risks associated with the indemnity

47.

48.

49.

A key aspect of our communications and engagement approach is to acknowledge
that public expectations of potential vaccines may be unrealistic, and to actively
manage these expectations as part of our stakeholder and public communication.
This will help to mitigate the risk of any claims relating to an ineffective vaccine or
negligent misstatement.

The indemnity could reduce public confidence in the vaccine and therefore reduce
uptake. This might cause a flow-on in reduced public confidence in vaccines in
general, potentially reducing immunisation rates for other diseases. This could
ultimately result in reduced public confidence in the government and the health
system.

To mitigate this risk, which will apply to all indemnities in APAs, we are seeking to limit
the scope of indemnity provisions as far as possible. In addition, we will develop key
messaging that provides context around the potential issue of indemnity in the event of
public or media interest (noting that the indemnity will be public knowledge at some
stage because the Minister of Finance is required to table a statement about the
indemnity in the House “as soon as practicable after giving the indemnity” and such
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statements have already been tabled in relation to the Pfizer indemnity and our
involvement with the COVAX Facility).
S(2)ba)(i) & {ii &
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Termination Arrangements

NIRRT

LOLLH NSNS

Necessary or Expedient.in the Public Interest

59. The Public Finance Act says that the Minister of Finance may grant an indemnity if it

appears to the Minister to be necessary or expedient in the public interest.

The indemnity is in'the interest of the New Zealand public because its benefits
outweigh its risks

60.

61.

The meaning of “public interest” depends on the circumstances and can be
multi-faceted, but it is generally accepted that it is broadly equivalent to the public good
orwhat is in the best interests of society. In the context of the Public Finance Act the
public interest can be viewed as the interest of the-New Zealand pubilic.

We judge that the indemnity is in the interest of the New Zealand public because the
benefits that it will bring to New Zealand (outlined below) outweigh the risks to the
Crown that Bell Gully has identified (described in the “exposure, risks and mitigation”
section).

The key benefit of the indemnity.is-that it will allow New Zealand to conclude a
bilateral APA with Janssen

62.

63.

64.

65.

An APA with Janssen-will in turn bring the below benefits to the Crown and to the New
Zealand public.

AnAPA with-Janssen will contribute to our portfolio of APAs for promising vaccine
candidates:

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 platforms, vaccine characteristics, suppliers, and
timeframes, and that are suitable for use in the Realm of New Zealand and other
Polynesian countries.

The Janssen vaccine plays a key role in New Zealand’s core vaccine portfolio: it is a
promising candidate that is potentially a single-dose vaccine and available in sufficient
quantities to provide wide population cover within the timeframes required to
implement the immunisation programme.
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68.

69.

70.

7.

72.

73.

In Confidence

The 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.

Broad population 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
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; ana a number have purchase agreements for
both of these viral vector candidates.

| (1] "'\.:_'\ > Y \\ 0 = e A
" ~ s A T
S NG - i e
P IR A RS P SRR i 0% SRR Ll s i o G i RS RAE SN
R NN JIThe 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.

The\vaccine could bring economic and social benefits'to New.Zealand if it is
successful and Medsafe judges it to be safe and-effective for use in New Zealand, and
it is rolled out as part of the immunisation programme.

Immunisation could help reduce severity of illness among those who are vaccinated,
ensure our health system is not overwhelmed, and provide a level of immunity from
COVID-19. Achieving population' immunity from COVID-19 and reducing transmission
rates will also reduce and potentially eliminate our reliance on blunter tools like border
controls and lockdowns.

Economic impacts

The main ecanomic.impacts of a successful vaccine roll-out would be to reduce the
risks of entering high alert levels and the economic costs associated with those levels,
and to enable a relaxation of border restrictions. Immunisation is the only public health
tool that would reduce the level of threat posed by COVID-19, rather than shielding
against-the disease as our other tools (e.g. isolation, testing, and restrictions on
movement) are designed to do.

If a successful vaccine or therapeutic sufficiently reduced the level of threat posed by
COVID-19, and thus contributed to a relaxation or eventual removal of border
restrictions, we do not anticipate an immediate recovery in international travel to levels
seen prior to the COVID-19 pandemic. This reflects negative impacts on household
income and a possible change in traveller behaviours, while it may take some time for
capacity on international air routes to be re-established.

The Treasury estimates that nationwide Alert Level controls have the following impacts
on GDP:

Level 4 25%-30%
Level 3 15%-20%
Level 2 6%-10%

20

Janssen Indemnity Business Case.docx



74.

75.

76.

77.
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79.
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[Level 1 | 3%-5% |

Note the estimated economic costs of different Alert Levels are based on historical
data, and do not reflect how firms and households adapt behaviour, nor do they
reflect the changes in Government policy.

The Pre-election Economic and Fiscal Update (PREFU), assumes a’combination of
Alert Level 3 and 2 restrictions lasting approximately four weeks-in the September
2020 quarter. Alert Level 1 restrictions are then assumed to apply until 1 January
2022.

The main scenario in PREFU assumes that-border restrictions are to be lifted on 1
January 2022. However, travel services-exports, including tourism and international
education services, are assumed to start recovering from the September 2021 quarter
onwards, reflecting the possibility-of safe travel arrangements being agreed. This will
allow some services exports'and non-New Zealander net migration to resume.
However, the effects of COVID-19 will continue to be far-reaching and the pace at
which services exports such as tourism and international education will recover
remains uncertain.

In August the Minister of Foreign Affairs agreed in principle that Official Development
Assistance could be used to reimburse the cost of vaccines passed on to Polynesian
countries.

Earlier this month, Cabinet agreed that up to-$75-million be allocated from Vote Official
Development Assistance to support Pacific'and global access to COVID-19 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].

We are worklng through the |ssues that provision of vaccine to Pacific countries would
raise, which & 3)( =l include distribution of vaccine doses,
additional support requwed ensurlng the vaccines are appropriate for the Pacific
environment, and-how the transfer of funding and/or cost-sharing might be
operationalised.

Granting the indemnity to Janssen is expedient in the public interest

80.

81.

82.

83.

The word “expedient” is not defined in the PFA but Crown Law has advised that there
is authority in differing contexts that it means “fitting”, “suitable”, “desirable” or
“convenient”.

Granting the indemnity in order to conclude an APA with Janssen is expedient
because it will help us achieve our Vaccine Strategy objective of securing enough safe
and effective vaccines for New Zealand and Polynesia.

In order to achieve this objective, we need a portfolio containing at least four
candidates with diverse technology platforms and characteristics, in quantities
sufficient for broad population cover.

To have the best chance of achieving population immunity from COVID-19 as soon as
possible, we need to purchase vaccines through bilateral APAs. This route offers
faster access to vaccines than others would (e.g. purchasing vaccines solely through
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87.

82.

88.
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the COVAX Facility, which is capped at doses for 50% of our population with an
uncertain end date for delivery). Domestic manufacturing of COVID-19 vaccines is also
not viable in the short term, because vaccine developers we have been in negotiations
with have already made manufacturing arrangements for the vaccines they intend to
produce in the next year or two.

At this stage our portfolio is still under construction. So far we have:

+ 3.8 million courses of the AstraZeneca candidate (another viral vector vaccine),
which we are seeking to supplement with.a top-up-purchase through the
COVAX Facility (briefing MBIE-2021-0858 refers), and

¢ 5.36 million courses of the Novavax candidate, a protein sub-unit and adjuvant
vaccine.

Concluding the APA with Janssen.is critical to securing a ‘corner-stone’ vaccine in our
portfolio: a potentially single-dose vaccine offering wide population cover.

s

We also have 750 000 courses of an mRNA vaccine candidate from Pflzer Inc

Y2

& ,'.'.{"'b.\ It ,,_,--) ,7.._."’ : e '\_ \_ el . |
ES=sE This increases the |mportance of
securing Janssen’ s vaccine for our portfollo The needs of our-vaccine portfolio could
change as more information is known, but at this stage, the Vaccine Taskforce
considers that the core portfolio has insufficient vaccine.options that are available in
sufficient quantities to provide five million courses, and without the Janssen purchase

the portfolio would be even less resilient.

We will also investigate the purchase of another wide-coverage candidate and
continue to consider smaller purchases, including through the COVAX Facility.

Not purchasing the Janssen candidate would have the following implications for the
portfolio:

* 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 vaccme
candldate has not yet reported results from human trials, 7]

we
would be unlikely to recommend purchasing that candidate until we have more
information.

¢ If an alternative to the Janssen vaccine candidate was not pursued, the
portfolio would only have two vaccine candidates that can offer wide population
coverage. It may still have one candidate from each of the three main platforms
we are targeting, but there would be reduced optionality for the immunisation
programme when deciding what vaccines to deploy and when.

Overall Judgement

89.

90.

We judge that the benefit of the APA to New Zealand outweighs the risk and justifies
granting the indemnity.

Bell Gully has advised that:
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o the risks associated with claims EETEN T _
. : | which would not be covered by the AC
Act seem likely to be relatively low, with the Crown able to take certain steps

to protect its position as far as possible.

Risk Management

91. The Ministry of Health and other agencies are putting in place the risk management
measures as outlined in the “Exposure;-Risk-and Mitigation” section above.

Other considerations

92. The business case reflects specific legal advice (legally privileged) from Bell Gully and
Crown Law as referred to'in the text. Bell Gully has also reviewed this document.

Responsible Minister Briefing

We are briefing.responsible Ministers in parallel with submitting the business case to
the Treasury, in order to conclude the agreement with Janssen as quickly as possible.
The APA needs to be executed without delay to secure access to the available
Janssen vaccines.

Notification Requirements

93. We have provided a draft notice for the-indemnity-because the exposure is
unquantifiable. This statement is intended to be tabled in the House of
Representatives once the indemnity is given, and the Definitive Agreement is signed.

Statement of Indemnity given under the Public Finance Act 1989

Pursuant to section 65ZD(3) of the-Public Finance Act 1989, the Minister of Finance makes
the following statement:

On [date] |,/ Grant Robertson, Minister of Finance, on behalf of the Crown, gave an indemnity
in favour of Janssen Pharmaceutica NV and specified associated persons in relation to the
supply of a COVID-19 vaccine.

Dated at Wellington this [insert date of month] day of [insert month] [insert year].

Hon Grant Robertson
Minister of Finance
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Recommendation

The Ministry of Business, Innovation and Employment and the Ministry of Health recommend
that the Minister of Finance approve the giving of the indemnityin favour of Janssen
Pharmaceutica NV on the terms outlined in Annex One.

7

g o
p

s

Peter Crabtree
Delegate of Chief Executive Carolyn Tremain
Ministry of Business, Innovation and Employment

7
/ o :

L tS

-

Maree Roberts
Deputy Director-General, System.Strategy and Policy
Delegate of Director-General and Chief Executive Dr Ashley Bloomfield

Ministry of Health
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Annex One: Supply agreement
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Annex Two: information provided to the Treasury in November 2020
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In Confidence

Request that the Minister of Finance give an indemnity in favour of
Novavax under section 65ZD of the Public Finance Act 1989

Introduction

1. Novavax has offered New Zealand 5. 36 million courses of its vaccine candidate
(known as NVX-CoV2373) | 2| T EARNEI . This'is
considered sufficient for broad populatlon cover.in New Zealand and Polynesia,
factoring in 15 percent for wastage.

2.  This vaccine will cost i Icourse and, if successfully developed and delivered, will
cost [HEIEE million (WhICh reqwres a total of @ m|II|on to be set aside to include
headroom to manage foreign exchange rlsk)1

\"

3.  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 esfablished, and
used, for example, in the hepatitis B vaccine in New Zealand. 'However, neither the
component that provokes the immune response nor the adjuvant.used in this vaccine
are used in any licensed vaccines, so this technology. platform.is untested outside
clinical trials.

4. Officials believe there is a strong rationale to sign'the purchase agreement because:

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

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

c._\The purchase is also for sufficient courses to achieve wide population cover.
There is only one vaccine in the ‘core portfolio’ that could achieve this and there
are no alternatives in the group prioritised by the Vaccine Taskforce that could
provide wide population cover.

d.  While there are inherent risks to the dellvery t|me of all vaccine candidates,
delivery is expected to start from EE = AT . This timeframe is
suitable for the immunisation programme. |

1 The sale price is denominated in USD and the vaccine costs [FE0ET/course. Using today's indicative
NZD USD exchange rate of 0.6595 the estimated cost of each vaccine is & I. Thereis a
foreign exchange risk because the prlce is denominated in USD, and the Treasury have
recommended including headroom of ZEIEIIENT million 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.

1
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g. We have negotiated terms that we belie@e satisfactow, and are in line with
global trends for COVID 19 vaccrneédvance‘ﬁrrchase arrangements EEETE
\ \

h.  Other advanced econon/1Es~hve”\fpurchased this vaccine candidate. Together (\ /) D

the USA, the UK, Canad ,\ pan and Australia have arrangements to purchase N _1.
over 270 million co\urses of this vaccine candidate?. The European Union is in
prellmlnaryrtalks Mah?fof these countries have used similar purchase \(
frameworks to\o\urs using their experts to interrogate the early scrence‘results

/
trial de3|gns\apd manufacturing programmes. }%

5. Th(e{upplrer is.an inexperienced pharmaceutical supplier, and therefore the purchase

i )s~a \hrgher level of delivery risk than previously concludedsagreements However,
we ‘are confident that they will be able to manufacture at sc\:/gle and deliver the vaccine.

. \'f\i. The terms of Novavax's offer to sell the vaccines to Islew Zealand are contained in the

< \\9 attached as Annex One. [T
\‘1 \'\ ” = = X
¢-_.____:\‘_/"
7 0 \>

7. king an indemnity from the Crown

9(2)(ba)(i) & (if)
K

AN
,"‘ _‘_\\'-.\\\ ¢
(LT

8. Novavax is seeking an indemnity because:

(a) they are developing the vaccine in accelerated clinical trials that are less likely
than non-accelerated trials to detect uncommon adverse effects or possible
contraindications;*

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.
4 Novavax 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

2
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9(2)(ba)(i) & ().

9.  This document sets out the business case for the mdemmty\th/a%ye have negotiated,
taking into account advice from our external legal adviser BeII Gu

Background

10. Itis not unexpected for pharmaceutical compamesio seek indemnities from
governments in circumstances where cllnlcal nal'\are restricted, or approval is
granted before full trials are completed. -

A
11. The Minister of Finance granteQaQ w%e\rfp\nlty in favour of Pfizer/BioNTech on 5 @

October and signed a deed 0 \ndemmty in favour of AstraZeneca on 7 December, i\

both as part of purchase agreem\gnts for COVID-19 vaccines.

12. Indemnity clauses-are also common in APAs between pharmaceutical con;np@ﬁn s ang/v
governments mtg;pathnally y for the supply of pandemic influenza vaccm T \ \
Minister of Flnance\h‘as given an indemnity in relation to influenza vaccine' on f four
occasions \9\/

Crown'’s liability

SN

ions with pharmaceutical

Our aim |n negotlatlons on indemnity is to minimise the

Scope of the indemnity

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).
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v A\
\ \C;-)ully has provided the following explanation of the pr‘é}/isj;gns:
A Y
9{2}(h), A2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (ii)

24, A table comparing the Novavax, Pfizer, Janssen and AstraZeneca indemnities is
attached at Annex Two.

B(2)(bal(i) & {ii
7
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8(2)(ba)(i)i& (i)

Exposure, risk and mitigation

A
% vaccine
28. ACC can cover personal injuries

registered medical professional. §

CC will cover most of the Crown s liability for-adve

arisin

)
rs\\e%ffects associated with use of the

rg}e)m the administration of a vaccine by a

Costs t0-ACC related to use of the vaccine in New
Zealand will arise regardless{\lthe%rowswn of contractual indemnity.

The liability associated with claims\lzot covered by ACC is relatively low-risk

29. Bell Gully has advised that “overall, the risks associated with claims FE[EFEEEEHET

seem Ilkely

\, {2}(h) 9(2)(ba)(i) & (i)

which would not be covered by the AC Act

to be relatively low (particularly when assessed against the risks of not

accessmg a\vaccme) with the Crown able to take certain steps to protect its position
YA

as fgr as~p033|ble However, the exact risk in each case will depend upon the nature

of’the vaccine (including its efficacy and side effects) as well as how widely the

vaccme is ultimately used in the population.

8 Access to cover depends on the circumstances of the injury — including that there must be a clear causal link between the
treatment and the injury, and the injury must not be a necessary part or ordinary consequence of the treatment.
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9(2)(h), 9(2)(ba)(i) & (ii)
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9(2)(h), 9(2)(ba)(i) & (ii)

9(2)(h). 9(2)(ba)(i) & (i}
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9(2)(h), 9(2)(ba)(i) & (i)

CNN LT 2 T SN

A TR .\

9(2)(7), (2)(0a)(1): (i)
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Bell Gully advises that it is not possible at this stage to estimate the maximum potential
liability the Crown could incur-underthe Novavax indemnity because “there remains
too great a range of uncertainties, including around the risks associated with the
vaccine and its side effects, its physical properties and how it will be deployed in New
Zealand.”

There are measures in place to mitigate the risk of injuries

39.

40:

As noted-above;, ACC cover is likely to be available for most injuries.caused by the
vaccine. Injuries could also, however, result i in clalms not barred by the Accident
Co\mpensatlon Act — for example claims for [ \(i)

2N A ) |- though as noted
above, Bell Gully considers these risks to be relatively low.

Measures to mitigate the risk of injuries include:

Medsafe will be undertaking a risk-benefit, assessment as part of the regulatory
approval process to ensure the vaccine meets internationally accepted criteria for
safety, quality and effectiveness._Medsafe will also be seeking its own independent
expert advice and will \work:. with, regulators globally (eg the US Food and Drug
Administration, European Medicines Agency and Australian Therapeutic Goods
Administration) to assess the safety and efficacy of the vaccine.

Medsafe.is developing a strategy for monitoring the vaccine once it is being used.
This_may include adverse reaction reporting, active monitoring (via SMS text and real
time analysis), requirements on companies to provide adverse reaction information
globally, and sharing monitoring data with other regulators to identify safety issues.
This monitoring will allow Medsafe to take timely action if a safety issue emerges.

Replacement of the National Immunisation Register with a new National
Immunisation Solution (expected in Q1 2021) to monitor who has received doses
of the vaccine.

Requirements on the supplier to have a risk management and post-marketing
surveillance programme (i

We are working to mitigate additional risks associated with the indemnity
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43.

47.
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A key aspect of our communications and engagement approach is to acknowledge
that public expectations of potential vaccines may be unrealistic, and to actively
manage these expectations as part our stakeholder and public communication. This
will help to mitigate the risk of any claims relating to an ineffective.vaccine or negligent
misstatement.

The indemnity could reduce public confidence in the vaccine and'therefore reduce
uptake. This might cause a flow-on in reduced public confidence in vaccines in
general, potentially reducing immunisation rates for other diseases. This could
ultimately result in reduced public confidence inthe government and the health
system.

To mitigate this risk, which will apply to-all indemnities in APAs, we are seeking to limit
the scope of indemnity provisions as far as possible. In addition, we will develop key
messaging that provides context-around-the potential issue of indemnity in the event of
public or media interest (noting. that.the indemnity will be public knowledge at some
stage because the Minister of Finance is required to table a statement about the
indemnity in the House as_ soonh as practicable after giving the indemnity. Such
statements have<already been tabled in relation to the APA with Pfizer and our
participation.in the'COVAX Facility).

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.

However, Novavax’s international partnerships provide assurance of its ability to
develop and manufacture the vaccine. Novavax has:

e secured US$2 billion in funding from Operation Warp Speed (a United States
government programme) and the Coalition for Epidemic Preparedness

13
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Innovations (CEPI) for late stage clinical development and to establish large-
scale manufacturing;

¢ engaged the Serum Institute of India to manufacture one billion doses in 2021.

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

@ecessary or Expedient in the Public Interest

54. The Public Finance Act says that the Minister of Finance may grant an indemnity if it
appears to the Minister to be necessary or expedient in the public interest.

The indemnity is in the interest of the New Zealand public because its benefits
outweigh its risks

55. The meaning of “public interest” depends on the circumstances and can be
multi-faceted, but it is generally accepted that it is broadly equivalent to the public good
or what is in the best interests of society. In the context of the Public Finance Act the
public interest can be viewed as the interest of the New Zealand public.

14
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We judge that the indemnity is in the interest of the New Zealand public because the
benefits that it will bring to New Zealand (outlined below) outweigh the relatively low
risks to the Crown that Bell Gully has identified (described in the “exposure, risks and
mitigation” section).

The key benefit of the indemnity is that it will allow New Zealand to.conclude a
bilateral APA with Novavax

57.

58.

59.

60.

61.

62.

63.

An APA with Novavax will in turn bring the below benefits to'the Crown and to the New
Zealand public.

An APA with Novavax will contribute to our portfolio of APAs for promising vaccine
candidates.

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 platforms, vaccine characteristics, suppliers;.and
timeframes, and that-are suitable for use in the Realm of New Zealand and other
Polynesian-countries.

The\vaccine could play an important role in the portfolio by.providing broad population
coverand limiting the risk of technology failure:

a:” 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.

b. Similar to Janssen’s'and AstraZeneca’s vaccine, 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 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.

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

The vaccine could bring economic and social benefits to New Zealand if it is
successful and Medsafe judges it to be safe and effective for use in New Zealand, and
it is rolled out as part of the immunisation programme.

Immunisation could help reduce severity of illness among those who are vaccinated,
ensure our health system is not overwhelmed, and provide a level of immunity from
COVID-19. Achieving population immunity from COVID-19 and reducing transmission
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67.

68.

69.

70.
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rates will also reduce and potentially eliminate our reliance on blunter tools like border
controls and lockdowns.

Economic impacts

The main economic impacts of a successful vaccine roll-out:would-be to reduce the
risks of entering high alert levels and the economic costs associated-with those levels,
and to enable a relaxation of border restrictions. Immunisation is-the only public health
tool that would reduce the level of threat posed by COVID-19; rather than shielding
against the disease as our other tools (e.g. isolation, testing, restrictions on movement)
are designed to do.

If a successful vaccine or therapeutic sufficiently reduced the level of threat posed by
COVID-19, and thus contributed to a relaxation or eventual removal of border
restrictions, we do not anticipate an.immediate recovery in international travel to levels
seen prior to the COVID-19 pandemic. This reflects negative impacts on household
income and a possible ‘change in traveller behaviours, while it may take some time for
capacity on international‘air.routes to be re-established.

The Treasury estimates that nationwide Alert Level controls have the following-impacts
on GDP:

Level 4 25%-30%
Level-3 15%-20%
Level 2 6%-10%
Level 1 3%-5%

Note the estimated economic costs of different Alert-Levels are based on historical
data, and do not reflect how firms and households adapt behaviour, nor do they
reflect the changes in Government policy.

The Pre-election Economic and Fiscal Update (PREFU), assumes a combination of
Alert Level 3 and 2 restrictions:lasting approximately four weeks in the September
2020 quarter. Alert Level 1 restrictions are then assumed to apply until 1 January
2022.

The main scenario in'PREFU assumes that border restrictions are to be lifted on 1
January 2022. However, travel services exports, including tourism and international
education services, are assumed to start recovering from the September 2021 quarter
onwards, reflecting the possibility of safe travel arrangements being agreed. This will
allow'some services exports and non-New Zealander net migration to resume.
However, the effects of COVID-19 will continue to be far-reaching and the pace at
which services exports such as tourism and international education will recover
remains uncertain.

In August the Minister of Foreign Affairs agreed in principle that Official Development
Assistance could be used to reimburse the cost of vaccines passed on to Polynesian
countries.

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,
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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].

We are worklng through the issues that provision of vaccine to.Pacific countries would
raise, which (i) & include distribution of vaccine doses,
additional support requnred ensuring the vaccines are appropriate. for the Pacific
environment, and how the transfer of funding and/or-cost-sharing might be
operationalised.

Granting the indemnity to Novavax is expedientin.the public interest

73.

74,

75.

76.

77

78.

79.

The word “expedient’ is not defined.in the PFA but Crown Law has advised that there
is authority in differing contexts-that.itmeans “fitting”, “suitable”, “desirable” or
“convenient”.

Granting the indemnity in order to conclude an APA with Novavax is expedient
because it will help-us achieve our Vaccine Strategy objective of securing.enough safe
and effective'vaccines for New Zealand and Polynesia, &in the current circumstances
where:

o we have to move quickly and pragmatically to secure’APAs'in. an‘environment
of unprecedented global demand;

¢ all pharmaceutical companies are seeking indemnities in APAs.

In order to achieve our Vaccine Strategy objective, we need a portfolio containing at
least four candidates with diverse technology platforms and characteristics, in
quantities sufficient for broad population-cover.

To have the best chance of achieving population immunity from COVID-19 as soon as
possible, we need to purchase vaccines through bilateral APAs. This route offers
faster access to vaccines than others would (eg purchasing vaccines solely through
the COVAX Facility, which.is capped at doses for 50 percent of our population with an
uncertain end date for delivery; it is also not yet clear whether the Novavax vaccine
candidate will'be available through COVAX). Domestic manufacturing of COVID-19
vaccines is also not.viable in the short term, because vaccine developers we have
been in-negotiations with have already made manufacturing arrangements for the
vaccines they intend to produce in the next year or two.

At this'stage our portfolio is still under construction. So far we have two vaccine
candidates that can offer broad population cover: five million courses of the Janssen
vaccine candidate, a viral vector vaccine, and 3.8 million courses of the AstraZeneca
candidate (another viral vector vaccine), which we are seeking to supplement with a
top-up purchase through the COVAX Facility (briefing MBIE-2021-0858 refers).

An agreement with Novavax would populate the portfolio with a third candidate in
sufficient quantities to provide broad population cover, on a different technology
platform.

We also have 750,000 courses of an mRNA vaccine candidate from Pfizer Inc. |

8 Cabinet agreed to the COVID-19 Vaccine Strategy in May 2020. The objective is to secure access to sufficient quantities of

safe and effective COVID-19 vaccines to implement a preferred immunisation programme at the earliest possible time.
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80. I
we will investigate the purchase of another high-volume
candidate and continue to consider smaller purchases, including through the COVAX
Facility.

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

+ We would need to consider purchasing two different vaccine candidates to
build the core portfolio of four candidates with wide coverage. There are no
other protein-based vaccines currently in late-stage clinical 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 available through the
COVAX Facility).

o If we did'not-pursue an alternative to the Novavax vaccine candidate, the
portfolio would only have two vaccine candidates with wide population
coverage — both using viral vector technology. Broad cover using only-one of
the-three main vaccine types would result in little optlonallty for the
|mmun|sat|on programme. a)(i)i&: A O R

3 \ ~
.‘-__,' B L .

Overall judgement

82. We judge that the benefit of the APA to.New Zealand outweighs the risk and justifies
granting the indemnity.

(L9208 N

e

. the rlsks assomated witiiclaimsT
F which would not be covered by the AC Act seem
I|ker to be relatively low;

N,

Risk Management

84. > The Ministry of Health and other agencies are putting in place the risk management
measures as outlined in the “Exposure, Risk and Mitigation” section above.

Other considerations

85. The business case reflects specific legal advice (legally privileged) from Bell Gully and
Crown Law as referred to in the text. Bell Gully has also reviewed this document.

Responsible Minister Briefing
86. We are briefing responsible Ministers in parallel with submitting the business case to

the Treasury, in order to conclude the agreement with Novavax as quickly as possible.
Novavax's offer is time-limited, and the purchase agreement needs to be concluded
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without delay because New Zealand’s vaccine allocation is held temporarily from the
global allocation.

Notification Requirements

87. We have provided a draft notice for the indemnity because the exposure is
unquantifiable. This statement is intended to be tabled in the House of
Representatives once the indemnity is given, and the Definitive Agreement is signed.

Statement of Indemnity given under the Public Finance Act 1989

Pursuant to section 65ZD(3) of the Public Finance Act 1989, the Minister of Finance makes
the following statement:

On [date] |, Grant Robertson, Minister of Finance, on behalf of the Crown, gave an-indemnity
in favour of Novavax, Inc and specific associated persons in an Advance' Purchase
Agreement for the supply of NVX-CoV2373, a vaccine intended to: prevent-SARS-CoV-2
(“COVID-19”) in humans.

Dated at Wellington this [insert date of month] day of [insert month] [insert year].

Hon Grant Robertson
Minister of Finance
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Recommendation

The Ministry of Business, Innovation and Employment and the Ministry of Health recommend
that the Minister of Finance approve the giving of the indemnity in favour of Novavax on the
terms contained in the supply agreement in Annex One.

Peter Crabtree
Delegate of Chief Executive Carolyn Tremain
Ministry of Business, Innovation and Employment

Maree Roberts
Deputy Director-General, System Strategy and Policy
Delegate of Director-General and Chief Executive Dr Ashley Bloomfield

Ministry of Health
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Annex One: supply agreement
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In Confidence

Request that the Minister of Finance give an indemnity in favour of
Pfizer and BioNTech under section 65ZD of the Public Finance Act
1989

Introduction

1.

they do not conflrct o )(ba)(l and

Negotiations have concluded on binding terms for-purchase of vaccines from Pfizer
and BioNTech.

Pfizer Inc has offered New Zealand 750,000 courses (1.5 million doses) of a vaccine
candidate (known as BNT162) developed with BioNTech, an mRNA vaccine against
COVID-19 infection. Subject to successful trials and regulatory approval, the supplier
expects to deliver the courses over the first three quarters of 2021. The vaccine will
cost FEIEINETNN, including anadvance payment of ?‘E?“’-’f"“”faf‘ﬁi“’-‘ at a total cost of EalliEiis
million 9(2)(ba)(|)and (ii) Y S
The vaccine consists of two doses each delivered mtramuscularly 28 days apart.

Negotiations with this supplier have been prioritised because there is-highiconfidence
in the abilityof the supplier to develop, manufacture and deliver. a‘\vaccine to
prescribed quallty standards. Also, subject to successful clinical trials, this vaccine is
likely to_be within the first group of COVID-19 vaccines_to ‘become-available. We
understand/the supplier has begun engagement with Medsafe with 'a view to providing
earlyinformation as a pre-curser to an application for regulatory approval.

The offer from Pfizer/BioNTech is made in the: form of @ binding term sheet, and is
attached as Annex One. EECEIHERENDE

he Def,mtnve Agreement is likely to contain
other terms typically found in pharmaceutical supply and funding agreements, which
may include terms in past agreements between Pfizer and PHARMAC to the extent

As part of the binding term sheet Pfizer and BioNTech are seeking an indemnity for
liability associated with the possession, distribution and/or use and administration of
BNT162 in New Zealand. This is because:

a. the>\'re developing it in accelerated clinical trials that are less likely than non-
accelerated trials to detect uncommon adverse effects or possible

contraindications.’
IO (2)(ba)(i) and (ii)

Pfizer/BioNTech have indicated that they do not plan to include any further indemnity
provisions in the Definitive Agreement.

This document sets out the business case for the indemnity that we have negotiated,
taking into account legal advice from Bell Gully.

! Pfizer/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)
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Background

8.  Itis not unexpected for pharmaceutical companies to seek indemnities from
governments in circumstances where clinical trials are restricted, or approval is
granted before full trials are completed. For example, indemnity clauses are common
in Advanced Purchase Agreements (APAs) between pharmaceutical companies and
governments internationally for the supply of pandemic influenza vaccines.

Previous indemnities

9.  The Minister of Finance has given an indemnity-in relation to influenza vaccine on four
occasions:

e A 2016 APA with-SecjirUs Ltd (previously bioCSL and CSL), renewing a
2005 APA with CSL for the supply of H5N1 pre-pandemic vaccine

e A 2009 APA with Baxter Healthcare Ltd for supply of pandemic flu.vaccine

e ~A 2007 contract with Baxter Healthcare Ltd for the supply of 100,000
vaccination courses of H5N1 non-pandemic vaccine: -

11.  The circumstances of the previous ‘cases differ from the present situation in two main
respects: N\

(a) In the previous cases the pharmaceutical companies sought indemnity because the
contract-was for the supply of vaccine against a potential future pandemic virus.
Clinical trials were not possible either because the vaccine did not yet exist, or its
efficacy on'a different strain of influenza was unknown.

In contrast, BNT162 has completed preclinical and phase 1/2 clinical trials and
tarted phase 2/3 trials in July 2020 (though Pfizer/BioNTech is likely to seek
emergency use authorisation in some countries, where it is legally possible, before
data from phase 2/3 studies is available).

(b) However, the previous cases relate to influenza vaccines, where the health risks are
relatively well understood. The health risks of COVID-19 vaccines are less clear
because no coronavirus vaccine has been successfully developed before.

This is especially the case for new vaccines types. For example, RNA vaccines like

BNT162 have not previously been approved for human use in New Zealand and will
require a careful risk-benefit assessment as part of the regulatory approval process.
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Our aim in negotiations on indemnity is to minimise the Crown’s liability

,h aceutical

In order to minimise the rCrown’s liability, in negotiations with
companies we are seeking &)

12.

9(2)())

9(2)(ba)(i) and (i)
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9(2)(ba)(i)iand(ii)
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S(2)(ba)(i)and (i)
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0(2)(ba)(i)and (i)} 9(2)(h)

R D
16. A table setting out the differences between this indemnity provision and those\ {

previously nego‘ﬁé’ted in APAs for pandemic influenza vaccine is attached as / Annex 2.
NN ) e

9(2)(ba)(i)iandi(ii)

9(2)(ba)(i):and (i)

<\ \ o> \
¢ i ,\E\):posure, risk and mitigation ﬁ\* \\b\)
QS )\_ X C//?ACC will cover most of the Crown’s liability for ad \erse effects associated with use of
\\i\}\---’ the vaccine \S
18. ACC can cover personal |nques arising-from the administration of a vaccine by a
registered medical professmn ] 3 vsts to ACC related to use of the vaccine in New
Zealand will arise regardles‘s\of the provision of contractual indemnity.
The liability associated with claims not covered by ACC is relatively low-risk
D
19. Bell Gully\hag%@ed that the scope of the indemnity is in practice very close to the
scope(oﬁ AC (qe personal injury in New Zealand) and that although some risk remains
that\t e lndemnlty goes beyond what the ACC scheme will cover, for practical reasons
\_.-'.the nsk to. 0 the Crown in this regard is low, and the Crown is able to take certain steps
'--._"to protect its position as far as possible.
! t‘.," b b
AN )00 & 0. 92X
| |\ './‘ ) .' ; . N
\/

3 Access to cover depends on the circumstances of the injury — including that there must be a clear causal link between the
treatment and the injury, and the injury must not be a necessary part or ordinary consequence of the treatment.
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9(2)(ba)(i) and (i), 9(2)(h)
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9(2)(ba)(i) and (i) 9(2)(h)
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9(2)(ba)(i) and (ii); 9(2)(h)
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9(2)(ba)(i):and (i), 9(2)(n)

There are measures lr\/>ce to mltlgate the risk of injuries
\D
27. As notfad a\b‘qver ACC cover is likely to be available for most lrljUIIeS
vaccine.. njuries could also, however, result in c|a|ms not barre by
tion Act — 9(2)(ba)() &) .

a,-.__‘ \\.\\\ b
caused by the

N~/

he Acmdent

N though as noted

( Gulycon3|ders these rlsks toI58 relatlv

hh strong capab|||ty to

AV distribute, track and recall a vaccine mltlga(g the risk of treatment i injuries associated

=l with use of the vaccine. Other measures to m(hate the risk of injuries include:

P -y

o Medsafe will be undenaklngéirlsk@,neflt assessment as part of the regulatory

approval process to ensure the ‘vaccine meets internationally accepted criteria for
safety, quality and effec\ eness “Medsafe will also be seeking its own independent
expert advice and wnll\ or with regulators globally (eg FDA, EMA, TGA) to assess
the safety and efflcacy of the BNT162 vaccine.

o(2)(ba)() and (i)

“Pflzer is a well-established company in NeW’Zealand

e Medsafe is developing a strategy for monitoring the vaccine once it is being used.
\ “This may include adverse reaction reporting, active monitoring (via SMS text and real
L time analysis), requirements on companies to provide adverse reaction information
\/ globally, and sharing monitoring data with other regulators to identify safety issues.
This monitoring will allow Medsafe to take timely action if a safety issue emerges.

e Replacement of the National Immunisation Register with a new National

Immunisation Solution (expected in Q1 2021} to monitor who has received doses
of the vaccine.

¢ Requirements on the supplier to have a risk management and post marketing
surveillance programme E[EENHIEREND)

We are working to mitigate additional risks associated with the indemnity

10
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O

30.

31.

32.

In Confidence

0(2)(ba)(i) and (i)

A key aspect of our communications and engagement approach is to recognise and
acknowledge that public expectations of potential vaccines may-be unrealistic, and to
actively manage these expectations as part our stakeholder\fa\ﬁcéfpﬂblic
communication. This will help to mitigate the risk of any gla\iﬂns\rel\%/tjﬁg to an ineffective
vaccine or negligent misstatement. \

!

The indemnity could reduce public confidence~ip the\vaccine and therefore reduce
uptake. This might cause a flow-on in red/gféfefbublic confidence in vaccines in
general, potentially reducing immunisatigq/ ra sJor other diseases. This could
ultimately result in reduced public confidence i -\the government and the heaith D
system. AS)H) A\
: PN\ (C N\
To mitigate this risk, which will-apply to all indemnities in APAs, we are seeking to limit | .
the scope of indemnit)(,provision“és’far as possible. In addition, we will develop key~
. 5 hY \ ) s . . S 5 TS

messaging that provides ¢ontext around the potential issue of indemnity in the event'of -

: S0l 5 N2l ) \ Wbl \ \
public or medl?,a terest. 'We will also consider how to handle media and public' \
questions gb/out\ tl;le-\,i demnity (noting that the indemnity is likely to bfe-pub'n@“:_,
knowle_cjge\ because the Minister of Finance is required to publish a Gazefte Notice, but
Pfizer{\ng__N\'\l'écD;is

\./ . . } .
kel | Ot bilantial)
: N ikely to require the details of the agreement; tbtb\e \Egn/\fldentlal)
9(2)(ba)(i) and (ii)

11
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9(2)(ba)(i)iand!(il)

37.

38.

39.

Termination: Arrah\gements
[z
PTORC (2)(ba)(i)iand (i)

/ »’/-
. m\Né es ary or Expedient in the Public Interes t\’\>
r/:/ \\\/,}\.// (‘*‘ )

O Vs N\
A\ 42. Pfizer/BioNTech’s position on md(emn'(lt\)! |s\nét “unusual. We are aware that
pharmaceutical companies a{e(seekmg indemnities from other governments for the

supply of COVID-19 vaccine.

A AR
43. An APA‘WII\h Pflzer/BloNTech is not in itself necessary, as we are also negotiating
APAS vglth other pharmaceutical companies for the supply of COVID-19 vaccines.

44. \However our aim is to conclude a portfolio of APAs in order to manage the scientific,
< " ~ commerccal and political uncertainties surrounding COVID-19 vaccine development
e\ K and achieve our Vaccine Strategy objective of ensuring access to a safe and effective

\\ \) ' vaccine.

.\_
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46.
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Agreeing to indemnify Pfizer/BioNTech is expedient because it will help us achieve
these objectives in the current circumstances where:

* Negotiations with different pharmaceutical companjes-are not taking place
simultaneously, so we have imperfect information on he@rms and conditions
that other companies will seek and cannot make'a d&isio( based on the best
available offer(s), FIGICEVHIERER(IE = S SOt T T4

[.';—' ':I=|'E 'l'-l' = === =

) have to ve uiky an ragmlly to sec PAs ina fast-ving
environment where there is an’receﬁ’énted global demand.

The meaning of “public interest” depends on the circumstances and can be
multi-faceted. For examplé}@la?k’s Law Dictionary (online ed.) defines it as including
“The general welfare of a populace considered as warranting recognition and
protection.” The indemnit}is in the public interest because, by helping us acﬁ\Qvet e
objectives ou.tliqe’d\a,bove, it will improve New Zealanders’ wellbeing as outlined in the

“Benefits” section beldw.

Benefits to the Crown of the Indemnity

47.

The kéy benefit of the indemnity is that it will allow New Zealand'to conclude a bilateral
APA with Pfizer/BioNTech, which itself will have the benefits outlined below.

An APA with Pfizer/BioNTech will contribute to our portfolio of APAs for promising
vaccine candidates

48.

49.

50.

The construction of a portfolio of vaccine candidates is intended to manage the risk of
failed vaccine development and give us arange of effective vaccines to choose from
for our 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 tec‘hnology platforms, suppliers, timeframes, and that address
equitable population.coverage (including the Pacific). 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 therefore need to be reflected in the construction of a vaccine
portfolio and our immunisation programme, and will become more important and
nuanced over time as the portfolio develops.

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 across New Zealand and
the Pacific), with vaccines spread across a number of different platforms, and to obtain
early coverage where possible.

This vaccine candidate has the advantage of being one of the group expected to have
the earliest delivery date, and may be suitable for a wide age range of adults. There is
no information about the suitability for particular population groups or for those with
health conditions.

13
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51.

52.

53.

54.

55.

In Confidence

This vaccine 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 using1
solely this vaccine candidate. & B0 (i) B e e e e D e S Ty A

Nt

ALY

PR e A Y i

We are also pursuing vaccine candidates based on replicating viral vector and pr'o'tein
subunit technologies.

The potential benefit offered by the Pfizer candidate, in relation to the rest of our likely
portfolio, is timeliness. Subject to regulatory ‘approvals and successful manufacture
and delivery, purchasing this candidate will give us the option of starting our
immunisation programme in early 2021, -This is,earlier than for all other candidates we
are in negotiations to buy. '

The requirement that this 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 in the Pacific.

Advance purchase arrangements are intended to secure delivery of vaccines earlier, of
larger quantities, and with greater certainty than by the exercise of oﬁtions through the
COVAX Facility.~ Although details are still emerging of how the COVAX Facility will
operate,.it potentially allows New Zealand to either ‘double dowf’ on promising
candidates purchased bilaterally, or purchase other candidates to. diversify our
portfolio. Pfizer have indicated they are in negotiations with the facility.

Availability of the first tranche of vaccine options through.the COVAX Facility, expected
in late 2021, is capped at 20% of New Zealand’s population. Therefore the usefulness
of exercising an option under the first tranche' to purchase the vaccine through the
Facility will depend largely on expected delivery times. Cover for up to 50% of the
population may become available througD §ub’sequent distributions, however
economies with emergency needs.-are.likely to be prioritised ahead of New Zealand.

Access to a safe and effective.vaccine would have economic and social benefits for
New Zealand

56.

57.

The potential.economic and social benefits of a vaccine are uncertain. The Ministry of
Health is beginning work on economic modelling in this area. The potential benefits
depend on.many factors including how long and in what population groups the vaccine
gives protection, and how and when herd immunity can be achieved.

[t can be expected that a safe and effective COVID-19 vaccine, widely taken up, could
mitigate the impacts of COVID-19 to date by allowing New Zealand to consider moving
on from some elements of the current elimination strategy — for example by relaxing
border settings — and thereby contribute to economic and social recovery while
ensuring the health and safety of New Zealanders.

14
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58. The key impacts of the lockdowns and economic downturn associated with COVID-19
that a vaccine may mitigate are:

Economic impacts

e The Treasury has revised the impact assumptions that alert\ﬁ)restnctlons have. At
alert level 1, economic activity is believed to be ro‘ughlf 5% I wer than potential.
However, this reflects not only the direct impact of.international tourism from a ciosed
border, but also the knock-on effects on-other sectors due to lower aggregate
demand in the economy, as well as the lingering effects of alert levels 2 to 4 on
business and consumer confidence. The.direst impact of alert level 1 restrictions and
the closed border is therefore likely to-be'lower than this.

o Over time, as some resources are re-allocated away from tourism-facing sectors. to
other sectors of the economy, the direct impact of alert level 1 on economic activity
levels is expected to decline. Furthermore, when border restrictions are removed,
do not anticipate an immediate recovery in international travel to levels seen. prior to
the COVID-19 pandemic. This reflects negative impacts on househdld |nc>>me and a
possible change in traveller behaviours, while it may take some\time for capacity on
international air routes to be re-established. %

Health impacts

s New Zealand has experienced only a low nhumber of COVID-19 deaths. As of 9
September, there have been 1,788 confirmed and probable cases of COVID-19, of
which 1,639 people have recovered and 24 people have died (Ministry of Health,
2020).

* However, the nationwide Level 4 lockdown had some direct health impacts — for
example, risk of delayed diagnosis of severe conditions depending on the extent to
which the lockdown discouraged people from accessing primary care, and disruption
in planned hospital care and outpatient appointments.

An APA with Pfizer/BioNTech gives us the option to provide vaccine to Pacific
countries

59. "Due to cold chain storage requirements we are unlikely to choose this particular
vaccnne for dellvery in the Pacmc 9 )(ba)( )and (i) T

completeness wehave set out below the benefits that the prov13|on of vaccine to
Pacific countries would have for New Zealand.

60. We are working through the issues that provnswn of vaccme to Pacnflc countries would
ralse which EJETEENT and BE e
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61.

62.

63.

64.

65.

In Confidence

The global marketplace for a COVID-19 vaccine is highly competitive, and Pacific
Island countries are at risk of falling to the back of the queue (or being offered a sub-
standard vaccine). New Zealand supporting Pacific countries to access and deliver a
COVID-19 vaccine would demonstrate a strong commitment to partnership with the
region, and will deliver significant social, economic and development benefits for the
region, while protecting New Zealand’s geostrategic interests:

In particular, New Zealand has special responsibilities fowards Cook Islands, Niue and
Tokelau. These arise from the unique constitutionarfélationship that has developed as
part of the decolonisation process. Cook Islands, Niue and Tokelau are all part of the
Realm of New Zealand and the Queen in i_ghgof New Zealand is their head of State.

The people of Cook Islands, Niue and Tokelau have full New Zealand citizenship (and
there is no separate Cook Islands, Niuea‘)or okelauan citizenship). The Government
of New Zealand has an obligation.to protect New Zealand citizens in the Realm and to
take account of the vital interésts-of the Realm.

The impact of COVID-19'en the Cook Islands and Niue has been particularly severe =
it threatens their economic sufvival. COVID-19 border settings have had a de@stati g
effect on revenue.and constrained the movement of people and delive f Sssential
services.

Proviciing vaccines to the Pacific Realm will support the vitalinteres's of New Zealand
and thie Realm which include:

protecting New Zealand citizens in Realm countries fron’serious disease and risk to
health;

upholding the rights of New Zealand, citizens in’ Realm countries to travel to
New Zealand and to enable Realm countries to>re-open their borders;

The resumption of regular tra}spgrt{a)lgreetions which are vital for economic and
social activity in the Pacific Rearfn. tese links are also critical to sustaining essential
commercial, family, and peoaé linkages with New Zealand as well as access to
essential services such.as heahh care, education and access to justice (via access to
the judiciary), some of which are not available in Realm countries;

Facilitating the ecanomic recovery of and longer term economic viability of the Cook
Islands_and. Niue (particularly in view of the importance of tourism to their
economies).

o?/e%n judgement

66"

67.

As noted above, Bell Gully has advised that the scope of the indemnity is in practice

very close to the scope of ACC (ie personal injury in New Zealand) and that although
some risk remains that the indemnity goes beyond what the ACC scheme will cover,

for the practical reasons outlined above the risk to the Crown in this regard is low.

We judge that the benefit of the APA to New Zealand outweighs the risks and justifies
granting the indemnity.

Risk Management

68.

The Ministry of Health and other agencies are putting in place the risk management
measures as outlined in the “Exposure, Risk and Mitigation” section above.
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Other considerations

69. The business case reflects specific legal advice (legally privileged) from Bell Gully and
Crown Law as referred to in the text. Bell Gully has also reviewed this document.

Responsible Minister Briefing

70.  We are briefing responsible Ministers in parallel with submitting the business case to
the Treasury, in order to conclude the agreement with Pfizer/BioNTech as quickly as
possible.

Notification Requirements

71.  We have provided a draft notice for the indemnity because the exposure is
unquantifiable. This statement is intended to be tabled in the House of <\g
Representatives once the indemnity is given, and the Definitive Agreemerit is signed

Statement of Indemnity given under the Public Finance Act 1989

Pursuant to section 65ZD(3) of the Public Finance Act 1989, the Minister of Finance makes
the following statement:

On [insert date that Minister of Finance gives inQemnﬁ}, once Definitive Agreement is
signed] I, Grant Robertson, Minister of Financeson\behalf of the Crown, gave an indemnity
in favour of Pfizer/BioNTech in an Advance-Purchase Agreement for the supply of BNT162,
an mRNA vaccine directed against SARS-COV2 ta prevent COVID-19 infection in humans.

Dated at Wellington this [insert da(e\of\month] day of [insert month] [insert year].

Hon Grant Robertson
Minister of Finance

17
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Recommendation

The Ministry of Business, Innovation and Employment and the Ministry of Health recommend
that the Minister of Finance approve the giving of the indemnity in favour of Pfizer/BioNTech
on the terms contained in the Term Sheet in Annex |.

Peter Crabtree
Delegate of Chief Executive, Carolyn Tremain
Ministry of Business, Innovatiori and Employment

eSS

(
- Maree Roberts
Deputy Director-General, System Strategy and Policy
Delegate of Chief Executive
Ministry of Health
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Annex |: Binding term sheet

BINDING TERM SHEET
9(2)(ba)(i) and (i)
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9(2)(ba)(i)and!(ii)
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9(2)(ba)(i) and (ii)
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9(2)(ba)(i)and (ii)
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9(2)(ba)(i) and (i)

201001 pPfizer indemnity business case final version




In Confidence

9(2)(ba)(i) and(ii)

SIGNED for and on behalf of SIGNED for any on behalf of

Pfizer Inc the Sovereign in Right of New Zealand acting by
and through the Direct\olé-r\ggneral of the
Ministry of Health (d:r».;the\ig:a}thorised

Name: delegate) AANAN
¢ NC \D
— A NN
Position: ] YIORNL N
Name: j \\
. <O)
Signature: ,.PSéifi(}ﬁi“-:ﬂi’
il \‘<//‘1 \\ \)
Date: /

.- ‘ SJ‘ié\r;ﬁ{flre:
\ Y : ’J
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Appendix A

92)(ba}(i} & (ii)

INDEMNITY CLAUSE
0(2)(ba)(i) and (i)
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9(2)(ba)(i) and (i)
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