RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



10.

11.

12.

CV-TAG recommends a further dose of the Pfizer/BioNTech vaccine for Border workers
who have received one dose of the Janssen vaccine. This recommendation addresses
concerns about whether the Janssen vaccine would provide sufficient protection for
high-risk work at the Border, especially given the lack of data in relation to the Delta
variant.

However, certain unvaccinated Border workers (pilots and port workers) have expressed
concerns about the primary vaccine available and propose receiving an alternative
COVID-19 vaccine in order to fulfil their obligations under the Vaccinations Order. These
hesitant Border workers would be unlikely to accept the further dose of the
Pfizer/BioNTech vaccine recommended by CV-TAG.

We expect some hesitant Border workers may remain otherwise unvaccinated if not
given the option to receive the Janssen vaccine. If so, there are several risks to consider
related to workforce capacity issues and the potential for COVID-19 transmission at and
within the New Zealand Border. These risks should be considered alongside the risks
signalled by CV-TAG in relation to the suitability of the Janssen vaccine for protection at
the Border.

We propose an option to also recognise the Janssen vaccine for specified Border workers
who are hesitant to receive the primary vaccine available, which would enable them to
fulfil obligations under the Vaccinations Order. This option would require these workers
to have a single dose of the Janssen vaccine, and then later a second dose of this same
vaccine, if recommended by CV-TAG for them to be compliant with the Vaccinations
Order.

If you agree to the proposed recommendations within this paper, further work will be
necessary to enable recognition of COVID-19 vaccines administered overseas. The
Ministry will also record any vaccine standards you agree in a centralised compendium
for easy access and investigate the most suitable way to manage and make use of the
list.

Recommendations

We recommend you:

a)

Agree that the overall approach underpinning the COVID-19 Public Health
Response (Vaccinations) Order 2021 recognises COVID-19 vaccines that are:
o fully approved or provisionally approved by Medsafe; and/or
o fully approved, provisionally approved and/or authorised for
emergency use by Medsafe recognised authorities

Agree to the COVID-19 Vaccine Science and Technical Advisory Group's
further recommendations that an additional dose of Comirnaty
(Pfizer/BioNTech) vaccine is necessary if a Border worker has:
i.  anincomplete vaccination with a vaccine recognised by Medsafe or a
Medsafe recognised authority
or
ii. received a partial or complete course of vaccination with a COVID-19
vaccine not recognised by Medsafe or a Medsafe recognised
authority
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)

e)

Note the COVID-19 Vaccine Science and Technical Advisory Group’s advice
for the single-dose Janssen vaccine was that:
e there is evidence it provides a high level of protection against
moderate to serious disease
e some evidence suggests it may not be as effective against infection,
which may pose a greater risk for work at the Border
e thereis a lack of data about the effectiveness against the Delta variant
e a full course of the Janssen vaccine alone will not provide a sufficient
level of protection for high-risk work at the Border and a further dose
of the Comirnaty (Pfizer/BioNTech) vaccine is necessary

Agree that if you agree to recommendation (a) and COVID-19 Vaccine Science
and Technical Advisory Group's advice in recommendation (c), then the
following COVID-19 vaccines would be recognised for work at the Border:

e Comirnaty (Pfizer/BioNTech)

e AstraZeneca

¢ Moderna

Note that trials are presently underway to assess the efficacy of the Janssen
vaccine after a second dose

Agree to also recognise the single-dose Janssen vaccine for specified Border
workers who are hesitant to receive the primary vaccine available, followed by
a second dose of the Janssen vaccine if recommended by the COVID-19
Vaccine Science and Technical Advisory Group, which would enable them to
fulfil obligations under the COVID-19 Public Health Response (Vaccinations)
Order 2021.

z/%%//

Dr Ashley Bloomfield Hon Chris Hipkins

Te Tumu Whakarae mo te Hauora

Director-General of Health

Date:

Date:
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The Vaccinations Order is limited in the COVID-19 vaccines recognised for Border work,
which is contributing to workforce capacity issues

17. In relation to COVID-19 vaccines, the Vaccinations Order states:

a. the person must have received 2 injections of the Comirnaty (Pfizer/BioNTech)
vaccine, allowing a transition period for PCBUs and Border workers, and

b. the time period in which the person must be vaccinated by, for example, 1 injection
before becoming an affected person and 2 injections 35 days after becoming an
affected person.

18. The current approach to COVID-19 vaccines required for work at the Border does not
accommodate New Zealanders who return from working overseas and who have
received a full course of a COVID-19 vaccine other than Pfizer/BioNTech vaccine. The
Vaccinations Order does not recognise any other COVID-19 vaccines now or in the future
that could provide a sufficient level of protection for work at or close to the Border.

18 We understand that the limitation of only recognising the Pfizer/BioNTech vaccine has
produced workforce capacity issues for employers and PCBUs responsible for people
who undertake work at the Border.

20. In particular, the New Zealand Defence Force (NZDF) report having more than 250
personnel who have been vaccinated overseas with the Moderna, AstraZeneca or
Janssen vaccines. These personnel cannot be reassigned to work at managed quarantine
and isolation facilities (MIQFs because they do not meet the vaccination requirements in
the Vaccinations Order. Some personnel currently working at MIQFs have not been able
to rotate out for a year or more.

21, The Vaccinations Order also does not accommodate cases where workers are partially
vaccinated overseas with a COVID-19 vaccine other than Pfizer/BioNTech vaccine and
return to work at the New Zealand Border. There is currently no pathway for these
workers to become ‘fully vaccinated’ as defined in the Vaccinations Order. There are
concerns about whether it is safe to administer two doses of the Pfizer/BioNTech vaccine
to people who have had a full course of another COVID-19 vaccine.

We propose you amend the Vaccinations Order to recognise a wider group
of COVID-19 vaccines

Proposals

22, CV-TAG has provided advice after reviewing COVID-19 vaccines recognised by Medsafe
and/or a Medsafe recognised authority. This advice forms the basis of several proposals
we seek your agreement to.

We propose an overall approach that includes COVID-19 vaccines recognised by Medsafe or a Medsafe
recognised authority

23. We propose you amend the Vaccinations Order to reflect an overall approach that
recognises COVID-19 vaccines fully approved or provisionally approved by Medsafe;
and/or fully approved, provisionally approved and/or authorised for emergency use by

Briefing: HR20212018
5

RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



Medsafe-recognised authoritiesz. These authorities include medicines regulators with
similarly stringent approaches to approvals (e.g. European Medicines Authority). The list
of COVID-19 vaccines recognised currently includes Pfizer/BioNTech, Moderna,
AstraZeneca and Janssen.

We propose a further dose of the Pfizer/BioNTech vaccine for Border workers in certain circumstances

24. In addition, CV-TAG recommends that a further dose of the Pfizer/BioNTech vaccine is
necessary if a Border worker has:

a) anincomplete vaccination with a vaccine recognised by Medsafe or a Medsafe
recognised authority, or

b) received a partial or complete course of vaccination with a COVID-19 vaccine not
recognised by recognised by Medsafe or a Medsafe recognised authority.

25, CV-TAG also recommends a further dose of the Pfizer/BioNTech vaccine is necessary if a
Border worker has a full course of vaccination with the Janssen vaccine, which is largely
due to concerns about the effectiveness against infection given the high-risk
environment at the Border. We provide greater discussion of the issue in paras 35 to 40.

We propose an option to offer the Janssen vaccine for specified Borders workers who are hesitant to
receive the primary vaccine available

26. We understand that certain unvaccinated Border workers (approximately 30 pilots and
port workers) have expressed concerns about the primary vaccine available and propose
receiving an alternative COVID-19 vaccine, specifically the Janssen vaccine, in order to
fulfil their obligation under the Vaccinations Order.

27. We propose an option to recognise the single-dose Janssen vaccine for specified Border
workers who are hesitant to receive the primary vaccine available, which would be
followed by a second dose of the Janssen vaccine if recommended by CV-TAG in the
future.

Analysis of proposals
COVID-19 vaccines recognised by Medsafe or a Medsafe recognised authority

28. It is necessary that any recognised COVID-19 vaccine for Border work should provide a
level of protection that is proportionate to the high risk of exposure to and transmission
of the COVID-19 virus, especially given the spread of the Delta variant. Consequently, it
is critical to draw on the most robust evaluations of efficacy, safety and quality that are
currently available. However, relevant information, data and evidence is still emerging.

2 Medsafe recognised authorities are the Australian Therapeutic Goods Administration (TGA), United States Food and Drug Administration
(FDA), Health Products and Food Branch of Health Canada, Medicines and Healthcare products Regulatory Agency (MHRA), in the United
Kingdom, European Medicines Agency (EMA) (centralised procedure only), and EU member states (decentralised or mutual recognition
procedure only). For practicality, we suggest not including EU member states (decentralised or mutual recognition procedure only)

because all new vaccines approved in EU only go through centralised process.
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29. Medsafe is New Zealand’s medicines regulator and is responsible for approving suitable
COVID-19 vaccines for use in New Zealand. As such, we consider that Medsafe's
assessments provide a minimum standard in New Zealand for the level of expected
efficacy, safety and quality for COVID-19 vaccines.

30. Medsafe considers that a number of other authorities have robust approval processes
and conduct thorough assessments of applications for new medicines. They follow
similar international standards and guidelines in their assessments to Medsafe?.

31, We consider that the optimal balance across wellbeing, equity and legacy objectives is
achievable through broadening the group of COVID-19 vaccines to those recognised by
Medsafe and/or a Medsafe recognised authority and requiring a further dose of the
Pfizer/BioNTech vaccine for Border workers in certain circumstances. These objectives
include supporting the legitimacy and trust in the overall COVID-19 response. Appendix
One provides further detail on all options considered, including the recommended
option (Option 2b).

32. The proposed list of COVID-19 vaccines has been reviewed by the CV-TAG with
consideration of the level of efficacy and effectiveness necessary for work at the Border,
including effectiveness against the Delta variant.

33. At this stage, most proposed COVID-19 vaccines (i.e. Pfizer/BioNTech, AstraZeneca and
Moderna vaccines) appear to have high efficacy and effectiveness against symptomatic
infection and moderate-to-serious disease after the full course, except for the single-
dose Janssen vaccine. CV-TAG's full advice is attached in Appendix Two.

A further dose of Pfizer/BioNTech

34. CV-TAG advises that mixing vaccine doses is unlikely to result in adverse effects and
could provide an improved immune response. A further dose of Pfizer/BioNTech would
ensure Border workers who have not received a full course of a recognised COVID-19
vaccine have a sufficient level of immunity for high-risk work at the Border.

Offering the Janssen vaccine

35. CV-TAG advises that a full course of the Pfizer/BioNTech, AstraZeneca and Moderna
vaccines would provide sufficient protection from COVID-19 for work at the Border.
However, it would be necessary for Border workers vaccinated with the Janssen vaccine
to receive a further dose of the Pfizer/BioNTech vaccine to provide a sufficient level of
protection for high-risk work.

36. Border workers’ who are hesitant to receive the primary vaccine available and prefer the
Janssen vaccine would be unlikely to accept the further dose of the Pfizer/BioNTech
vaccine recommended by CV-TAG. However, we do note that trials are presently
underway to assess the efficacy of the Janssen vaccine after a second dose.

3 We acknowledge that the World Health Organization (WHO) provides a list of COVID-19 vaccines for emergency use, which allows
countries to expedite their own regulatory approval to import and administer COVID-19 vaccines. However, WHO's focus differs in that it
aims to protect global health through rapid access to medicines, vaccines and diagnostics in an emergency rather than providing

sufficient protection for high-risk work at the Border.
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53.

Actions would be necessary to ensure a coordinated approach to providing further
doses of the Pfizer/BioNTech vaccine to Border workers in certain circumstances.

Equity

54.

55.

56.

57.
58.

The proposed amendments do not broaden the groups of persons affected by the
current Vaccination Order but do make the vaccination requirements more specific.

Generally the proposed approach for COVID-19 vaccines recognised for Border work
does not increase health or other inequities domestically and globally due to differential
access to COVID-19 vaccines.

Border workers, including people working at MIQFs, are at the frontline of the pandemic
and therefore at the highest risk of being infected. For workers who are not yet
vaccinated, proposed amendments would broaden the group of COVID-19 recognised
for work at the Border and potentially encourage uptake overall. This impact may lower
the risk of infection for these workers and the risk of transmission to communities of
people that these workers ordinarily interact with including place, ethnicity, faith and
age-based communities. In April 2021 the COVID-19 Science and Insights Group
estimated the current border workforce demographics using testing and vaccination
data. This indicates that:

a) there was a high proportion of people identified as Asian and Pacific Peoples

working in managed isolation facilities and affected airports

b) there are fewer people identified as Maori than in the general population in the

border workforce

c) most MIQF workers are aged between the ages of 20 and 24, while airport workers'

age is distributed more flatly

d) since the beginning of the pandemic, the proportion of border workers who live in

more socioeconomically deprived areas has been trending upwards
These estimated workforce demographics do not include port workers.

There may be inequities for workers who do not want to be vaccinated with the
Pfizer/BioNTech vaccine and/or are less able to successfully negotiate a redeployment
may be worse off. Generally, workers who do not have equitable access to the required
vaccines may be worse off. However, these workers will be able to immediately access
COVID-19 vaccines as part of Group 1 of the COVID-19 Sequencing Framework.

Next steps

59.

The proposed tentative timeline for drafting and introduction of the second amendment
to the Vaccinations Order covering all affected groups of workers is set out below. Please
note the timeframes consider the time necessary for implementation and may be
delayed depending on the outcome of current judicial proceedings underway.

Stage Indicative timeframe Owner

Minister agrees policy decisions Friday 1 October Minister's Office
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60.

61.

Drafting instructions to PCO Wednesday 6 October MoH Legal
PCO provide finalised draft amendment | Wednesday 13 October PCO
Briefing internal sign-out Wednesday 13 October MoH Policy

Briefing and draft amendment Order
to Minister’s Office to support
ministerial consultation

Thursday 14 October —
Wednesday 20 October (5 days for
consultation)

Minister's Office

PCO finalise Order for Ministerial Thursday 21 Oct - Tuesday 26 PCO
signing October (3 days — Labour Day)

Internal sign out of Briefing and Order | Tuesday 26 October MoH Policy
Final Amendment Order and Briefing MoH Policy

sent to the Minister

Wednesday 27 October

Minister of COVID-19 Response signs Thursday 28 October Minister's Office
Order
PCO gazette Order Friday 29 October by 5pm PCO

Amendment comes into force

Sunday 31 October at 11:59pm

It will be necessary to communicate with key stakeholders about the requirements that
will come into effect to prepare for implementation of changes in the second

amendment.

We seek your permission for the interagency engagement group to communicate the
changes to vaccination requirements at a high-level with key stakeholders. This action
will enable us to circulate key messages to manage expectations about the changes.
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Appendix Two: COVID-19 Vaccine Technical Advisory Group Advice -
COVID-19 vaccines recognised for work at the Aotearoa/New Zealand
Border

62. Medsafe considers that the authorities listed below have robust approval processes and
conduct thorough assessments of applications for new medicines. They follow similar
international standards and guidelines in their assessments to Medsafe. This allows
Medsafe to rely on their assessments and approval to facilitate abridged evaluations of
new medicine applications in New Zealand submitted via the abbreviated application
pathway. The Medsafe recognised authorities are [1]:

a) The Australian Therapeutic Goods Administration (TGA)
b) The United States Food and Drug Administration (FDA)
¢) Health Products and Food Branch of Health Canada

d) Medicines and Healthcare products Regulatory Agency (MHRA), in the United
Kingdom

e) European Medicines Agency (EMA) (centralised procedure only)
f) EU member states (decentralised or mutual recognition procedure only)

63. The COVID-19 vaccines currently provisionally approved by Medsafe for use in New
Zealand are Pfizer/BioNTech, Janssen, and AstraZeneca. An application for the
Novavax COVID-19 vaccine has been received, however further data has been
requested from the sponsor [2].

64. As of 31 August 2021, COVID-19 vaccines that do not have Medsafe approval or
provisional approval, but that do have approval, provisional approval, or emergency use
provisions from Medsafe-recognised authorities are: Moderna mRNA vaccine
(Spikevax) approved by the TGA, FDA, Health Canada, MHRA, and EMA; and the
AstraZeneca vaccine manufactured by the Serum Institute of India (Covishield) has
received separate approval from Health Canada [3-7]. Vaccines that are currently under
rolling review by the EMA but have not yet been approved include CureVac, Gamaleya
(Sputnik V), Sinovac (Coronavac) and Vidprevtyn from Sanofi-GSK. These are not
currently recognised as part of these recommendations.

65. The vaccines provisionally approved by Medsafe and other regulatory bodies provide
protection against COVID-19 and have good safety profiles, however,
efficacy/effectiveness varies between the vaccines (see Table 1). A high level of
protection against COVID-19 is needed for Border workers, not only for the direct
individual benefits of protection against symptomatic infection and moderate-severe
disease. But there is also a broader public health benefit through reducing viral infection
and onward transmission.
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