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Memo

Priority groups for vaccination among 12- to 15-year-olds: COVID-19
Vaccine Technical Advisory Group (CV TAG) recommendations on the use of
the Pfizer vaccine

Date: 4 August 2021

To: Joanne Gibbs, Director of National Operations, COVID Vaccine Immunisation
Programme

Cc: Dr Ashley Bloomfield, Director-General of Health

Maree Roberts, DDG, System Strategy and Policy
Dr Caroline McElnay, Director of Public Health

From: Dr lan Town, Chief Science Advisor

For your: Information

Purpose of report

1. To summarise the COVID-19 Vaccine Technical Advisory Group’s (CV TAG) recommendations
on priority groups for Pfizer mRNA COVID-19 vaccination among 12- to 15-year-olds.

Context

2. InJune, CV TAG advice was sought for the use of the Pfizer mRNA COVID-19 vaccine for
children aged 12 to 15 years, following the provisional approval for use in this age group by
Medsafe.

3. Atthat time, CV TAG recommended that the rollout continue to focus on the existing
population groups aged 16 years and over, and that any decision to use the COVID-19
vaccine in the 12- to 15-year-old age group should reflect that priority.

4.  Generally, children have a lower risk of poor health outcomes from COVID-19 than adults.
Internationally, a number of peak bodies, such as the US CDC, recommend that everyone 12
years and over should be vaccinated to help protect against COVID-19, in the context of
widespread community transmission in the US."

5. In Australia, the TGA has approved the Pfizer COVID-19 vaccine for ages 12 to 15 years.”? On 2
August 2021, the Australian Technical Advisory Group on Immunisation (ATAGI) provided
recommendations for vaccinating adolescents and children aged 12 to 15 years. ATAGI
recommended that 12- to 15-year olds with specified medical conditions that increase their
risk of severe COVID-19 be prioritised for vaccination (these conditions included asthma,
diabetes, obesity, cardiac and circulatory congenital anomalies, neuro-developmental
disorders, epilepsy, immunocompromised individuals, and trisomy). Aboriginal and Torres
Strait Islanders aged 12 to 15 years were also prioritised, as well as all adolescents and
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children aged 12 to 15 years in remote communities. ATAGI deferred a decision on whether
to vaccinate all 12 to 15 year olds, and they expect to make that decision in the coming
months.

6. In late 2020, the UK's Joint Committee on Vaccination and Immunisation (JCVI) advised that
only children at very high risk of exposure and serious outcomes, such as those with severe
neuro-disabilities in residential care, should be offered vaccination.? On 19 July 2021, the JCVI
issued an update to their advice, stating that "At the current time, children 12 to 15 years of
age with severe neuro-disabilities, Down’s syndrome, underlying conditions resulting in
immunosuppression, and those with profound and multiple learning disabilities (PMLD,...,
severe learning disabilities or who are on the learning disability register are considered at
increased risk for serious COVID-19 disease and should be offered COVID-19 vaccination”*

7. Furthermore, JVCI recommended that vaccination be offered to children and young people
who have immunocompromised people in their household: “JCVI advises that children and
young people aged 12 years and over who are household contacts of persons (adults or
children) who are immunosuppressed should be offered COVID-19 vaccination on the
understanding that the main benefits from vaccination are related to the potential for indirect
protection of their household contact who is immunosuppressed.”* The recommendations from
JVCI were made in the context of widespread community transmission.

8.  Additionally, a North American study has found that 83% (40/48) of children in intensive care
with COVID-19 had co-morbidities.” These were mostly “medically complex” (including long-
term dependence on technological support, such as tracheostomy), immunosuppression/
malignancy, or obesity.

9.  The Ministry’'s Policy team sought clinical and scientific advice from CV TAG on the use of the
Pfizer COVID-19 vaccine for priority groups who are 12 to 15 years of age. This advice will be
considered as part of the Decision to Use Framework and alongside policy considerations on
the sequencing of the COVID-19 Immunisation Programme.

Recommendations

10. CV TAG met on 20 July, 27 July, and 3 August 2021 to discuss the use of the Pfizer COVID-19
vaccine in priority groups among 12- to 15-year-olds, within the COVID-19 Immunisation
Programme.

11. CV TAG noted that:
a. Aotearoa New Zealand's focus in the sequencing approach is on coverage of those most
at risk of COVID-19 i.e., personal protection of individuals that may be more likely to be
exposed to COVID-19 or experience severe health outcomes.

b. The current recommendations are made in the context of the very low prevalence of
COVID-19 in Aotearoa New Zealand. The recommendations may need to be reviewed
in the event of new community transmission or outbreaks in Aotearoa New Zealand.

12. CV TAG recommends that:

a. Children and young people aged 12 to 15 years should be vaccinated if they are at
high risk of severe outcomes from COVID-19. Those at high risk include 12- to 15-
year-olds with severe neuro-disabilities that require residential care, and those who
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are about to undergo long-term immunosuppression, such as solid organ transplant
candidates prior to transplant.

Children and young people aged 12 to 15 years who are household contacts of
persons (adults or children) who are immunosuppressed should be offered
vaccination noting that the main benefits from vaccination are related to the potential
for indirect protection of their household contact who is immunosuppressed.

As part of outbreak management, vaccination should be offered to 12- to 15-year-
olds in the affected area.

The COVID-19 vaccine should not be routinely administered to children and young
people aged 12 to 15 years of age, at this time. Children and young people have a low
risk of severe disease or death due to COVID-19 compared to adults, and, given the
low prevalence of SARS-CoV-2 infection in Aotearoa New Zealand, there is currently a
low risk of exposure.

CV TAG will make recommendations for use in all children in the 12 to 15 years age
group at a later date, following a review of emerging information on several issues
including:

i. the safety and effectiveness of COVID-19 vaccines in adolescents as observed in
overseas vaccination programmes;

ii. the incidence, risk factors and outcomes of cases of myocarditis after receiving
the Pfizer vaccine in this age group.

iii. the updated advice from peak bodies internationally, including the updated
advice from ATAGI on vaccinating children expected in the coming months.
Consideration should be given to equity and whanau-based approaches and ensuring
that other childhood immunisation programmes are not compromised, e.g., measles and
HPV vaccination.

13. CV TAG will continue to monitor all relevant information and will update their
recommendations as further evidence and peak body recommendations become available.

/a,\ G_I.aLJ‘/\

Dr lan Town

Chief Science Advisor and

Chair of the COVID-19 Vaccine Technical Advisory Group
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Memo

The use of COVID-19 vaccines during an outbreak: COVID-19 Vaccine
Technical Advisory Group (CV TAG) recommendations for prioritisation of
first doses nationwide

Date: 20 August 2021

To: Joanne Gibbs, Director of National Operations, COVID Vaccine and Immunisation
Programme

From: Dr lan Town, Chief Science Advisor

For your: Consideration

Purpose of report

1. To summarise the COVID-19 Vaccine Technical Advisory Group’s recommendations on the use
of COVID-19 vaccines during an outbreak, endorsing the prioritisation of vaccination capacity
nationwide to allow the maximum number of people to receive at least a single dose of the
Pfizer COVID-19 vaccine.

Context

2. On 19 May 2021, CV TAG provided advice on the use of the Pfizer/BioNTech (Comirnaty)
COVID-19 vaccine in an outbreak. The recommendations were:

e The characteristics of the Pfizer/BioNTech (Comirnaty) COVID-19 vaccine mean that it cannot

be used in the traditional sense of ring vaccination. However, targeted vaccination can be
used to encourage ‘community confidence’ and increased uptake of the vaccine.

Any targeted vaccination should be implemented alongside other public health measures and
not as a standalone measure. A protocol should be developed and ready for implementation if
we have an outbreak.

There is no international data on using the COVID-19 vaccine for targeted vaccination to
inform what the trigger point would be for deploying this strategy. The situation in New
Zealand means that there may be an opportunity to gain some experience should it be
necessary to deploy such a measure.

There will be communities with low vaccine coverage, and we will need a protocol to ensure
increased coverage while maintaining equity in an outbreak setting. The process of
progressively relaxing controls at the border may lead to potential outbreaks in some
communities.

3. Currently, New Zealand is at Alert Level 4, indicating COVID-19 is not contained, with a
significant number of cases of community transmission in Auckland. Cases have also
emerged in Wellington, linked to the Auckland cluster.
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4.  Demand for vaccinations is high, and there are concerns that at risk groups — such as
essential workers — may not able to access vaccination in a timely manner.

5. There are also concerns that the ability to access vaccinations may be disproportionately
difficult for some members of the population, and that this may worsen existing inequities in
vaccine coverage, with consequences for the risk of transmission and infection in some
communities.

6.  The COVID-19 Vaccine and Immunisation Programme (CVIP) sought clinical and scientific
advice from CV TAG on the use of the Pfizer COVID-19 vaccine in an outbreak.

Recommendations
7. CV TAG noted that:

a. One dose of the Pfizer COVID-19 vaccine provides good protection against severe
disease and hospitalisation.

b. Two doses of the Pfizer COVID-19 vaccine are needed to fully protect against
infection, and vaccine efficacy is lower in immunocompromised groups. Therefore it is
important that immunocompromised groups and those in groups 1, 2 and 3 receive
two doses.

c. There is growing evidence that longer intervals between doses are not inferior, and
may provide a better immune response, further supporting decisions to delay second
doses.

8. CV-TAG endorses the following approach for the Pfizer COVID-19 vaccine:
a. All capacity nationwide is used to prioritise:

i. The two-dose course for Groups 1, 2 and 3 of the sequencing framework,
including children 12 years of age and

ii. A single dose for Group 4 including children 12 years of age and over.

b. Maori and Pacific peoples should be urgently prioritised within all groups due to
increased risk of infection, severe disease, and low current vaccination coverage.

9. This approach will apply for this current outbreak and will be kept under regular review or
on request from CVIP.

/a,\ GTm.J’\

—_

Dr lan Town
Chief Science Advisor

Chair, CV TAG
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Memo

Coadministration of the COVID-19 vaccine with other vaccines, including the
MMR and influenza vaccines: COVID-19 Vaccine Technical Advisory Group
(CV TAG) recommendations

Date: 27 August 2021
To: Joanne Gibbs, National Director Operations, COVID-19 Vaccine and Immunisation
Programme

Grant Pollard, Group Manager, Child & Community Health
Kath Blair, Manager, Immunisation, Child & Community Health

Jo Boyle, Senior Advisor, Immunisation, Child & Community Health

From: Dr lan Town, Chief Science Advisor

For your: Consideration

Purpose of report

1. To summarise the COVID-19 Vaccine Technical Advisory Group’s (CV TAG)
recommendations for coadministration of the Pfizer COVID-19 vaccine with the MMR,
influenza, and other vaccines.

Context

2. On 02 March 2021, CV TAG considered the concomitant delivery of the Pfizer COVID-19
vaccine with other vaccines. Overall, CV TAG agreed with the following recommendations
proposed by the Immunisation Advisory Centre (IMAC):[1]

a. For the Influenza vaccine:
i. The COVID-19 mRNA vaccine should take priority over influenza vaccine.

ii. ldeally, the influenza vaccine can be administered two weeks before or after the
COVID-19 vaccine.

iii. Do not delay either vaccination if it is not practical to leave a space.
b. For the MMR vaccine:

i. Itis advised to leave a four-week gap after a live vaccine (such as the MMR
vaccine) before giving the COVID-19 vaccine.

ii. Allow a two-week gap after COVID-19 vaccine and having another vaccine,
including the MMR vaccine.
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c. Note that there are no clinical safety concerns should the gap between vaccines be
less than the recommendations above. Do not delay vaccination if such a gap is not
possible.

d. The MMR and influenza vaccines can be given at the same time.

3. The current recommendations provided publicly on the Ministry of Health webpage
(updated on 28 July 2021)[2] are summarized below:

a. Allow at least two weeks between the COVID-19 vaccine and the influenza vaccine, i.e.,
get the influenza vaccine from two weeks after the second dose of the COVID-19
vaccine, or get the first COVID-19 vaccination from two weeks after the influenza
vaccine.

b. If you get the COVID-19 vaccine first, wait at least two weeks after the second dose
before you get the MMR vaccine

c. If you get the MMR vaccine first, wait at least four weeks before you get the first dose
of the COVID-19 vaccine.

4. There is limited clinical trial or observational evidence regarding the safety,
immunogenicity, or efficacy of coadministration of live or non-live vaccines with COVID-19
vaccines. One trial has reported preliminary results evaluating the coadministration of the
Novavax COVID-19 and an influenza vaccine; however, the results of this study are of
limited relevance as the Pfizer COVID-19 vaccine uses mRNA technology, which is different
to the protein-subunit technology used in the Novavax vaccine.[3]

5. Two trials are underway investigating coadministration of the Pfizer COVID-19 vaccine and
influenza vaccines, but no data are available yet. There are no trials that we are aware of
evaluating the coadministration of the Janssen and AstraZeneca COVID-19 vaccines with
other vaccines.[4, 5]

6. Current recommendations and advice from peak bodies are based on immunological
principles and knowledge of existing vaccines. These recommendations are outlined in the
table below.

Organisation Recommendation for coadministration of a
COVID-19 vaccine with MMR, influenza, or
other vaccines

United States Centers for Disease Coadministration of COVID-19 vaccine and

Control (US CDQ)[6] other vaccines on the same day, as well as
administration of other vaccines within 14 days.
Recommendation includes live virus vaccines

The World Health Organization Minimum interval of 14 days between vaccines

(WHO)[7]
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Australian Technical Advisory Minimum interval of 7 days unless there is an
Group on Immunisation (ATAGI)[8] increased risk of vaccine-preventable diseases
Public Health England (PHE)[9] Administering other vaccines or COVID-19

vaccines should not be delayed in relation to
each other with the exception of the live-
attenuated zoster vaccine for shingles
(Zostavax), where a 7-day interval should be
implemented

One dose of live-attenuated zoster vaccine (Zostavax) is indicated for the prevention of
shingles in New Zealand. Recommendations from IMAC for Zostavax include:[10, 11]

a. One Zostavax is recommended for adults aged 65 years to under 81 years.
b. Zostavax and influenza vaccine can be administered at the same visit.

c. This vaccine contains a weakened form of the varicella-zoster virus, and as a live viral
vaccine, is not suitable for some people with medical conditions or who are receiving
treatments that affect their immune system.

Some DHBs have recently expressed their concerns to IMAC about the impact of the

COVID-19 vaccine rollout on the MMR, HPV, and Boostrix (diphtheria, tetanus and

pertussis) campaigns. Vaccine coverage is being impacted by the current

recommendations on coadministration with the COVID-19 vaccine, because young people
have had to defer their vaccination due to upcoming bookings for a COVID-19 vaccine or
because they have recently received the COVID-19 vaccine.[12]

The Child and Community Health Group in the Ministry is seeking CV TAG advice on
whether the current recommendations on the spacing of the COVID-19 vaccine with other
vaccines can be updated to improve vaccine coverage.

Recommendations

10.

11.

CV TAG met on 17 August 2021 to discuss and provide updated recommendations about
the coadministration of the Pfizer COVID-19 vaccine and the MMR, influenza, and other
vaccines.

CV TAG noted that:

a. There are limited clinical trial, observational, or laboratory data on the safety and
immunogenicity associated with the coadministration of the Pfizer COVID-19 vaccine
and other vaccines.

b. Based on first principles, there is the potential for a reduced immune response when
two different types of vaccine are administered together or within several days of
each other. However, there are no additional safety concerns associated with
coadministration, over and above each vaccine’s individual safety profile.
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Older individuals that are administered the live-attenuated zoster vaccine (Zostavax)
and the Pfizer COVID-19 vaccine at the same time could potentially have a reduced
immune response to one or both of the vaccines.

Given that the catch-up campaigns for MMR, HPV, and Boostrix are largely among
younger age groups, and that these individuals are likely to have a robust immune
response, younger age groups are less likely to be adversely impacted by
coadministration of vaccines.

Younger age groups have lower vaccination rates compared to others. Any obstacles
to accessing and completing vaccinations should be removed and steps should be
taken to encourage completion of the recommended vaccine schedules.

In general, the risk of reduced immune protection from coadministration of the Pfizer
COVID-19 vaccine and other vaccines is low in younger age groups, while the public
health benefit gained from higher vaccine coverage is substantial.

12. CV TAG recommends that:

a.

The influenza, MMR, HPV, diphtheria/tetanus/pertussis combination vaccine
(Boostrix), and other vaccines may be administered before, after, or at the same time
as the Pfizer COVID-19 vaccine, without concern for the spacing of the vaccinations.

The only exception to this advice is for the live-attenuated shingles vaccine (Zostavax)
where a 7-day interval, before or after administering Pfizer COVID-19 vaccine, is
advised.

13. CV TAG will continue to monitor the evidence and will update their recommendations as
data become available.

/aA G_I;u/\

e

Dr lan Town

Chief Science Advisor

Chair, CV TAG
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Memo

Guidance for the potential use of an extension/third dose in the context of
a missed vaccination incident

Date: 6 September 2021
To: Joanne Gibbs, Director of National Operations, COVID Vaccine Immunisation
Programme

Copy to: Juliet Rumball-Smith, Chief Clinical Advisor, COVID-19 Immunisation, Testing and

Supply
From: Dr lan Town, Chief Science Advisor
For your: Consideration

Purpose of report

1. To provide guidance for clinical decision-making around offering an extension/third dose in
the context of a missed vaccination incident, including specific advice about those who are
immunocompromised.

Background and context

2. A 'missed vaccination incident’ is an incident whereby Dose 1 or Dose 2 of a two-dose
regimen COVID-19 vaccine has been administered to a consumer, which has resulted in
confirmed or suspected complete or partial underdosing of the COVID-19 vaccine.

3. An ‘extension dose’ is the term used to define an additional COVID-19 vaccination that
occurs following a two-dose COVID-19 vaccination course, of which Dose 1 or Dose 2 is a
missed vaccination incident.

4. A missed vaccination incident on 12 July 2021 at the Highbrook vaccination site has
highlighted the challenges in decision making for an extension dose of the Comirnaty
(Pfizer/BioNTech) COVID-19 vaccine. At Highbrook, 5 out of 732 consumers were possibly
vaccinated with a low vaccine dose or saline, with the error being identified during vial
reconciliation, late in the day.

5. Given the nature of the COVID-19 Vaccine Immunisation Programme, despite mitigating
measures, similar incidents will still occur from time to time.

6. A Request for Advice (RFA) conducted by the Science & Technical Advisory team, finalised
on 25 August 2021, outlines the current best evidence regarding a third dose.

7. Currently there is very limited information available on the safety profile of a third dose of
the Pfizer vaccine.
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The Pfizer vaccine has been provisionally approved in New Zealand on the basis that two
doses, not three, would be administered to a consumer. Accordingly, a third dose can be
prescribed with informed consent as it is a provisionally approved medicine for an
unapproved indication.

The decision for an extension dose should be a fully informed process, including a risk and
benefit discussion with the affected consumer, via the clinician(s) responsible, that
considers an individual’s clinical characteristics as well as the risk of their exposure to
COVID-19. The management plan should be personalised to the individual consumer. It is
recommended that informed consent to a third dose of the vaccine is given in writing by
the affected consumer.

Where there are large numbers of consumers involved, it is helpful to offer guidance for
clinicians to develop group-level management plans.

This guidance applies only to the two-dose Comirnaty (Pfizer/BioNTech) COVID-19
vaccine.

Clinical management considerations

12.

13.

14.

15.

Prior to Delta, vaccine effectiveness (VE) for a single dose of Pfizer was between 49% and
65% for all PCR-confirmed infection/symptomatic COVID-19, and 81-93% against severe
disease (up to 90 days after the single dose - the limit of available data). For Delta, VE
against PCR-confirmed infection/symptomatic COVID-19 ranges from 35.6-64.2% at least
14-21 days after the first dose, whereas VE against severe disease/hospitalisation is
significantly higher at 78-94%, noting that the highest estimate is from the smallest study,
and definitions of severe disease varied somewhat between studies.

In general, serological testing is not recommended to determine responses to vaccination.
This is because there is as yet no threshold antibody level to determine if a consumer is
protected or not and even if there was, this would only apply to one point in time (see
FDA recommendation[1]).

However, serology may be helpful for individual consumers potentially affected by a Dose
1 incident, because almost all immunocompetent people develop anti-spike antibodies
detectable by assays commercially available in New Zealand more than 14 days after Dose
1. In the majority of the country, it is unlikely that antibody presence would be due to prior
COVID-19 infection, so detectable antibody post Dose 1 would be presumptive evidence
that the consumer had received the vaccine.

The RFA (circulated prior) provides information on the use of additional doses of the Pfizer
COVID-19 vaccine in the context of vaccine administration error. Key take-aways are on
the need to balance of risk of the reactogenicity of an extension dose against the potential
benefit. Public Health England summarises this in their 2021 Vaccine Incident Guidance:

"Given that revaccination is not without risk (both in terms of vaccine reactions and damage
to public confidence in the immunisation programme and provider services), the decision to
revaccinate should only be considered in situations where there is a high likelihood of a
suboptimal response to the vaccine or where there is evidence of exceptionally poor practice
overall that leads to great concern for the efficacy of vaccine(s) administered.”
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16. In the international context, third or booster doses are generally only being given to those
who finished their two-dose course some time ago (5 months or more), either in trials or
in roll-out of third doses in some countries, or in specific clinical sub-groups.

17. The current evidence for clinical sub-groups is focused on those likely to be poorly

protected by a single dose, who are moderate or severely immunocompromised (see
extended list at CDC[2]).

Extension Dose Guidance

18. As indicated above, an individualised clinical management plan is best practice. However,
if this is not possible due to the number of people potentially affected, the guidance
below may be used as a tool. Our recommendation is that this should only be applied for
groups larger than 40 people.

19. The scope of the guidance is limited to a few options given the lack of clinical data on

third doses and it does not replace the clinical decision-making of a medical professional.

Steps | Categories Approach Extension Dose Action
Step 1 | Incident at Dose 1* Ensure all those whose incident Go to step 2.
occurred at Dose 1 vaccination
continue to have their Dose 2 in If step 2 does not apply, go to
accordance with current dose step 3.
interval guidance
Incident at Dose 2 Ensure all those whose incident If severe AEFI are observed after
occurred at Dose 2 vaccination are | Dose 2, then the decision for an
screened for severe AEF|** extension dose should be a fully
informed process between the
consumer and their clinician, and
should include a risk/benefit
analysis.
If no severe AEFI observed, go to
step 2.
If step 2 does not apply, go to
step 3.
Step 2 | Immunocompromised | Moderate or severe Offer extension dose 6 weeks
immunocompromise*** following Dose 2.
Step 3 | All other consumers Consider extent of any local and If no/low community
regional community transmission | transmission: offer extension
of COVID-19 dose 20 weeks following Dose 2.
If high community transmission:
offer extension dose 6 weeks
following Dose 2.

*Where it is not possible to identify the specific consumers who experienced a missed vaccination incident at Dose 1, serological
testing (where practical) will give an indication of whether an individual is likely to be amongst those who did not receive the
vaccine, as per point 14 above (noting that this assumes no history of previous COVID-19 infection). The serological test used
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must measure anti-spike antibody and assays such as the Abbott or Roche product must be conducted a minimum of 14 days,
but optimally at 21 days, after the presumed error to ensure accurate results.[3] If the test is positive, these consumers can
then continue to have their Dose 2 in accordance with current dose interval guidance and do not require the offer of an
extension dose. If the test is negative, then follow the step-by-step guidance above. Clinicians are advised to seek specialist
support when considering serology in this situation.

**AEFI= Adverse events following immunisation. ‘Dose 1’ or ‘Dose 2' in this guidance applies to the two-dose regimen of the
Comirnaty (Pfizer/BioNTech) COVID-19 vaccine.

***Clinical judgement should be applied in determining if someone has moderate or severe immunocompromise; the CDC
definition may be helpful.[2]

20. Informed consent from the affected consumer should be obtained for all interventions. An
individual's risk factors, including their risk of a poor outcome if infected, the risk of
suboptimal immune response and the risk of reactogenicity, should be considered with
the consumer and clinical team.

21. Medsafe and Crown Law have been consulted in the development of this guidance, and
the advice has been adjusted according to the feedback received.

22. In the absence of clinical data on missed vaccination incidents and third doses, further
guidance has been sought from expert clinical immunologists.

Recommendations

23.  CV TAG met on 31 August 2021 to consider the draft guidance on extending doses for missed
vaccination incidents. This guidance was endorsed.

24. CV TAG will continue to monitor all relevant information and will update their recommendations
as further evidence becomes available.

/a,\ C_r-ar_.r’\

Dr lan Town

Chief Science Advisor and Chair of the COVID-19 Vaccine Technical Advisory Group
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Date: 6 September 2021
To: Maree Roberts, Deputy Director General, System Strategy and Policy
Copy: Alison Cossar, Manager, Public Health Policy, Systems Strategy and Policy

Joanne Gibbs, Director of National Operations, COVID Vaccine Immunisation
Programme

Niki Stefanogiannis, Deputy Director Public Health, Population Health and

Prevention
From: Dr lan Town, Chief Science Advisor
Subject: COVID-19 vaccines recognised for work at the Aotearoa New Zealand Border
For your: Consideration

Purpose

1.

To summarise the COVID-19 Vaccine Technical Advisory Group's (CV TAG) recommendations on
COVID-19 vaccines that Aotearoa New Zealand recognises for those working at the international
border (‘the Border’), including advice on the criteria for deciding which vaccines should be
recognised at the Border, and how to approach incomplete vaccination with recognised COVID-19
vaccines and vaccination with non-recognised COVID-19 vaccines among ‘Border Workers'.

Context

2.

The COVID-19 Public Health Response (Vaccinations) Order 2021 (the Vaccinations Order) requires
certain work only be undertaken by vaccinated workers. This is due to the high risk of exposure to
SARS-CoV-2 (the virus causing COVID-19) that these workers may experience in the course of their
work and the risk of the workers becoming infected and transmitting SARS-CoV-2 to others. The
current approach to COVID-19 vaccinations required for work at the Border does not
accommodate New Zealanders who return from working overseas having received a COVID-19
vaccine other than ‘Comirnaty’, the Pfizer-BioNTech mRNA COVID-19 vaccine (the Pfizer vaccine).

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. The NZDF has signalled that the
inability to reassign personnel to work at the Border has created a workforce capacity issue that is
becoming more acute over time.

In the longer-term, the Ministry of Health (the Ministry) is developing advice about which COVID-
19 vaccines Aotearoa New Zealand will recognise to be considered for reduced testing or MIQF
requirements for inbound travellers as part of the Reconnecting New Zealanders work. Any
decisions made in the short-term about approved COVID-19 vaccines for work at the Border will
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likely inform future decisions, however these fall outside of the scope of this memo and
recommendations, which is restricted to discussing requirements for work at the Border.

5. The Ministry’s Public Health Policy team sought advice from CV TAG on the short and longer-term
options for COVID-19 vaccines recognised in New Zealand. On 22 June 2021 CV TAG met to
consider the issue and recommended that individuals with a complete course of a vaccine
approved by regulators in countries with similar regulatory systems to New Zealand could be
eligible to work at the Border. However, CV TAG signalled that further discussion on the issue was
required to clearly understand what the vaccines approved or provisionally approved by these
agencies were. It was agreed that a list of COVID-19 vaccines with approval, provisional approval,
or emergency use provisions from a Medsafe recognised authority would be brought to a future
CV TAG meeting for discussion.

6. 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)

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

8. 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, Gamalaya (Sputnik V), Sinovac (Coronavac) and Vidprevtyn from Sanofi-GSK.
These are not currently recognised as part of these recommendations.

9. 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.

Table 1: Vaccine efficacy/effectiveness of provisionally approved and recognised vaccines

Pfizer AstraZeneca Janssen Moderna

Against Efficacy: Efficacy: Efficacy: Efficacy:
symptomati
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15t dose in the
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with Pfizer).[27]
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87) >14 days post
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Effectiveness against
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infection:

No data

10. There is some evidence that a single dose of the Janssen vaccine may not be as effective against
infection and may pose a greater risk for work at the Border. A US study from General

Page 3 of 7




Massachusetts Hospital compared immune responses in ambulatory adults vaccinated with Pfizer,
Moderna or Janssen vaccines and found lower antibody concentrations and neutralisation titres
for the Janssen vaccine. However, administering a second dose of either Pfizer or Moderna
vaccines boosted the immune response.[29] Trials are underway to assess the efficacy after a
second ‘booster’ dose and are showing promising preliminary results with a nine-fold increase in
spike-binding antibodies (noting that this data has yet to be formally released, published in a
journal, or evaluated by regulatory authorities).[30]

11. Recommendations are also needed for the following groups: individuals with incomplete
vaccination with recommended vaccines; individuals with complete or incomplete vaccination with
COVID-19 vaccines that are not recommended for use at the Border.

Recommendations

12. CV TAG met on 17 and 31 August 2021 to consider recommendations regarding which COVID-19
vaccines can be recognised for Border work, and how to approach incomplete and complete
vaccination with non-recognised COVID-19 vaccines.

13. CV TAG noted that:

a) Data are still emerging on the efficacy of heterologous vaccine schedules from
approved and recognised vaccines in New Zealand's portfolio, however initial results
show that mixing vaccine doses is associated with a low incidence of adverse effects and
could provide an improved immune response through increased anti-spike antibody
titres and neutralising antibodies.[31-33]

b) Protection against symptomatic infection is of enhanced importance for work at the
Border. Extensive data has emerged showing high efficacy and effectiveness against
symptomatic infection after two doses of the Pfizer, AstraZeneca, or Moderna vaccines
in Phase 3 clinical trials and large post-marketing studies. There is strong evidence that
the Janssen vaccine (the single-dose, adenovirus vector vaccine) provides a high degree
of protection against moderate and severe disease from COVID-19, however there are
less data on the efficacy or effectiveness against symptomatic infection, especially in the
context of the Delta variant of SARS-CoV-2, and the immune response appears to be
lower.

14. CV TAG recommends that:

a) A full course of vaccination with a COVID-19 vaccine recognised by Medsafe (or a
Medsafe recognised authority) provides sufficient protection from COVID-19 for work at
the Border, with the exception of the Janssen vaccine as a single dose schedule.

b) A ‘booster’ dose of the Pfizer vaccine should be administered for Border Workers who
have only received a single dose of the Janssen vaccine, due to the higher risk of SARS-
CoV-2 infection for Border work, and the need for enhanced protection against
infection among Border Workers.

c) If aworker isin New Zealand and has an incomplete vaccination with a vaccine
recognised by Medsafe (or a Medsafe recognised authority) they should complete their
vaccination by receiving one dose of the Pfizer vaccine. This should occur at least 21
days after the first dose of the non-Pfizer vaccine, or at least 28 days after the first dose
if this was AstraZeneca or Moderna. There is no upper time limit on time for when that
dose can be administered.

d) Workers who have received a partial or complete course of vaccine with a non-
recognised COVID-19 vaccine, should also receive one dose of the Pfizer vaccine.
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15. CV TAG will continue to monitor all relevant information (including vaccine efficacy data against
emerging variants of concern and emerging evidence on the duration of immunity) and will
update their recommendations as further evidence becomes available.

/aA C_I—aLJ/\

—e e

Dr lan Town
Chief Science Advisor

Chair, CV TAG
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Memo

Additional Pfizer mRNA COVID-19 vaccine dose in the
immunocompromised: COVID-19 Vaccine Technical Advisory Group (CV
TAG) recommendations

Date: 21 September 2021

To: Joanne Gibbs, Director of National Operations, COVID Vaccine Immunisation
Programme

From: Dr lan Town, Chief Science Advisor

For your: Consideration

Purpose of report

1. To summarise the COVID-19 Vaccine Technical Advisory Group's (CV TAG) recommendations
on the use of an additional Pfizer mRNA COVID-19 vaccine dose in those who are
immunocompromised.

Background and context

2. Some immunocompromised people do not mount an immune response following
vaccination that is sufficient to provide protection from COVID-19.[1]
Immunocompromised individuals are also at higher risk of severe outcomes from COVID-
19 compared to the general population. Several underlying medical conditions, including
diabetes, asplenia, and chronic lung and kidney disease, are also associated with increased
risk of severe outcomes from COVID-19.[2, 3]

3. Immunocompromised individuals tend to have prolonged infection and viral shedding, are
at higher risk of developing a new variant during infection, and are more likely to transmit
the virus to household contacts than non-immunocompromised groups.[4] They are also
more likely to have a breakthrough infection after being vaccinated, with studies in the US
and Israel having estimated that 40-44% of hospitalised breakthrough cases are
immunocompromised.[5, 6] Consequently, an additional vaccine dose may deliver better
protection in immunocompromised individuals.

4. Emerging evidence suggests that a third dose of the Pfizer COVID-19 vaccine may increase
the antibody titres in immunocompromised individuals who developed low antibody titres
to the original two-dose regimen and result in the detection of antibodies in some of the
non-responders.[4] Among those who had no detectable antibody response to an initial 2-
dose mRNA vaccine series, about 33-50% developed an antibody response to a third dose.
So far, reactions reported after the third dose in small studies were similar to those after
two doses, with fatigue and pain at injection site being the most commonly reported side
effects, and overall, most side effects reported were mild to moderate.[7]
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One study evaluated the humoral response to a third dose of the Pfizer vaccine in 101
solid organ transplant patients.[8] Patients were given two doses of Pfizer one month
apart, followed by a third dose of Pfizer two months later. Among the 59 patients who had
been seronegative before the third dose, 26 (44%) were seropositive one month after the
third dose.

Another study found that among 82 hemodialysis patients, only a small proportion
(15.9%) failed to seroconvert after two doses.[9] Of these, 12 patients were given a third
dose one month later and five (41.6%) developed an immune response following the third
dose.

The level of individual protection that a third dose confers on an immunocompromised
person is unknown. However, based on the emerging data for the COVID vaccines, and
principles of vaccinology and immunology, an additional dose in the
immunocompromised is unlikely to be associated with any significant risks, and may offer
benefits to some individuals.

The Pfizer vaccine has been provisionally approved in Aotearoa New Zealand on the basis
that two doses, not three, would be administered to a consumer. However, an unapproved
indication, such as an additional dose for immunocompromised individuals, can be
prescribed with informed consent.

On 12 August 2021, the US Food and Drug Administration (FDA) approved the use of an
additional dose of the Pfizer COVID-19 vaccine at least 28 days following the original two-
dose regimen in those who are immunocompromised.[10] The US Centers for Disease
Control (CDC) have recommended that “...moderately to severely inmunocompromised
people receive an additional dose. This includes people who have:

e Been receiving active cancer treatment for tumours or cancers of the blood
e Received an organ transplant and are taking medicine to suppress the immune system

e Received a stem cell transplant within the last 2 years or are taking medicine to suppress
the immune system

e Moderate or severe primary immunodeficiency (such as DiGeorge syndrome, Wiskott-
Aldrich syndrome)

e Advanced or untreated HIV infection

e Active treatment with high-dose corticosteroids or other drugs that may suppress their
iImmune response

People should talk to their healthcare provider about their medical condition, and whether
getting an additional dose is appropriate for them."[7]

On 01 September 2021, the UK's Joint Committee on Vaccination and Immunisation (JCVI)
issued guidance for COVID-19 vaccinations for individuals aged 12 years and over with
severe immunosuppression.[11-13] JCVI recommended that a third dose should be offered
to people aged 12 and over who were severely immunosuppressed at the time of their
first or second dose, including those with leukaemia, advanced HIV, and recent organ
transplants.

JCVI noted that the guidance for third doses for severely immunocompromised groups
was separate to any potential booster programme for the general population: “A third
primary dose is an extra ‘top-up’ dose for those who may not have generated a full immune
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response to the first 2 doses. In contrast, a booster dose is a later dose to extend the duration
of protection from the primary course of vaccinations."[11]

Recommendations

12. CV TAG met on 31 August and 07 September 2021 to discuss recommendations for the
use of an additional dose in the immunocompromised.

13. CV TAG noted that:

An additional dose of the Pfizer COVID-19 vaccine is likely to be beneficial and well-
tolerated in the severely immunocompromised.

An additional dose would offer extra protection to severely immunocompromised
people and may help to reduce transmission from immunocompromised individuals
who become infected.

People with functional or anatomical asplenia and those with chronic liver or kidney
disease not taking immunosuppressants (including those receiving hemodialysis) may
also have immunocompromise. In addition, those with diabetes are at higher risk of
severe infection. Thus, emerging information for these groups will be monitored and
considered for any potential recommendations as data become available.

'Ring-fencing’ of immunocompromised people through vaccination of household
contacts can provide indirect protection to people with immunocompromise.

People with immunocompromise may have a suboptimal immune response to
vaccination and should be counselled to continue other protective measures against
COVID-19 even after vaccination, such as physical distancing, wearing a face mask,
practicing hand hygiene, and isolation or quarantine as advised by public health
authorities.

14. CV TAG recommend that:

a.

Those with severe immunocompromise be offered an additional dose of the Pfizer
vaccine. The list of eligible individuals is taken from the one developed by JCVI and is
provided in Appendix 1.

The additional dose should be administered more than 8 weeks after the second dose,
with special attention paid to current or planned immunosuppressive therapies. Where
possible, the third primary dose should be delayed until 2 weeks after the period of
immunosuppression, in addition to the time period for clearance of the therapeutic
agent. If not possible, consideration should be given to vaccination during a treatment
'holiday’ or at a nadir of immunosuppression between doses of treatment.

The administration of an additional dose is covered by s25 of The Medicines Act 1981,
and as such, should only be offered by an authorised prescriber with informed consent
from the consumer.

The standard two-dose course of vaccine should be offered to any eligible unvaccinated
household contacts aged 12 and over, of immunocompromised individuals.
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15. CV TAG will continue to monitor all relevant information and will update their
recommendations as further evidence becomes available.

/a,\ GTM

—_—

Dr lan Town

Chief Science Advisor and Chair of the COVID-19 Vaccine Technical Advisory Group
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JCVI list of eligible individuals[12]
1. Individuals with primary or acquired immunodeficiency states at the time of vaccination due to
conditions including:

a.

acute and chronic leukaemias, and clinically aggressive lymphomas (including
Hodgkin's lymphoma) who were under treatment or within 12 months of achieving
cure.

individuals under follow up for chronic lymphoproliferative disorders including
haematological malignancies such as indolent lymphoma, chronic lymphoid leukaemia,
myeloma, Waldenstrom’s macroglobulinemia and other plasma cell dyscrasias (note:
this list is not exhaustive).

immunosuppression due to HIV/AIDS with a current CD4 count of <200 cells/pl for
adults or children 12 years of age and over.

primary or acquired cellular and combined immune deficiencies — those with
lymphopaenia (<1,000 lymphocytes/ul) or with a functional lymphocyte disorder.
those who had received an allogeneic (cells from a donor) or an autologous (using their
own cells) stem cell transplant in the previous 24 months.

those who had received a stem cell transplant more than 24 months ago but had
ongoing immunosuppression or graft versus host disease (GVHD).

persistent agammaglobulinaemia (IgG < 3g/L) due to primary immunodeficiency (for
example, common variable immunodeficiency) or secondary to disease/therapy.

2. Individuals on immunosuppressive or immunomodulating therapy at the time of vaccination
including:

a.

those who were receiving or had received immunosuppressive therapy for a solid
organ transplant in the previous 6 months.

those who were receiving or had received in the previous 3 months targeted therapy
for autoimmune disease, such as JAK inhibitors or biologic immune modulators
including B-cell targeted therapies (including rituximab but in this case the recipient
would be considered immunosuppressed for a 6-month period), T-cell co-stimulation
modulators, monoclonal tumour necrosis factor inhibitors (TNFi), soluble TNF
receptors, interleukin (IL)-6 receptor inhibitors, IL-17 inhibitors, IL 12/23 inhibitors, IL 23
inhibitors (note: this list is not exhaustive).

those who were receiving or had received in the previous 6 months
immunosuppressive chemotherapy or immunosuppressive radiotherapy for any
indication.

3. Individuals with chronic immune-mediated inflammatory disease who were receiving or had
received immunosuppressive therapy prior to vaccination including:

a.

high-dose corticosteroids (equivalent to > 20mg prednisolone per day) for more than
10 days in the previous month.

long-term moderate dose corticosteroids (equivalent to >10mg prednisolone per day
for more than 4 weeks) in the previous 3 months.

non-biological oral immune modulating drugs, such as methotrexate >20mg per week
(oral and subcutaneous), azathioprine >3.0mg/kg/day, 6-mercaptopurine
>1.5mg/kg/day, mycophenolate >1g/day in the previous 3 months.
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d. certain combination therapies at individual doses lower than above, including those on
>7.5mg prednisolone per day in combination with other immunosuppressants (other
than hydroxychloroquine or sulfasalazine) and those receiving methotrexate (any dose)
with leflunomide in the previous 3 months.

4. Individuals who had received high-dose steroids (equivalent to >40mg prednisolone per day
for more than a week) for any reason in the month before vaccination. Individuals who had
received brief immunosuppression (<40mg prednisolone per day) for an acute episode (for
example, asthma / chronic obstructive pulmonary disease / COVID-19) and individuals on
replacement corticosteroids for adrenal insufficiency are not considered severely
immunosuppressed sufficient to have prevented response to the primary vaccination.
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Memo

COVID-19 vaccines for arrivals to Aotearoa New Zealand: COVID-19 Vaccine
Technical Advisory Group (CV TAG) Recommendations

Date: 29 September 2021
To: Maree Roberts, Deputy Director General, System Strategy and Policy
Copy to: Alison Cossar, Manager, Public Health Policy, Systems Strategy and Policy

Joanne Gibbs, Director of National Operations, COVID Vaccine Immunisation
Programme

Niki Stefanogiannis, Deputy Director Public Health, Population Health and

Prevention
From: Dr lan Town, Chief Science Advisor
For your: Information

Purpose of report

1. This memo summarises the COVID-19 Vaccine Technical Advisory Group's (CV TAG)
recommendations on COVID-19 vaccination requirements for people arriving to the country
and entering managed isolation and quarantine (MIQ) for 14 days. These recommendations
are made as a part of a first step in the phased introduction of vaccination requirements at
the border.

Background and context

2. CV TAG has previously provided advice on COVID-19 vaccination requirements for Border
Workers, recognising that enhanced protection against infection was needed due to their
individual occupational risk profile but also the broader public health benefit through
reducing viral infection and onward transmission. Details of recommendation are provided in
Appendix 1.

3. Other jurisdictions have implemented COVID-19 vaccination requirements at the border. For
example, Canada requires those entering to have received the full series of a vaccine or a
combination of vaccines accepted by the Government of Canada (Pfizer, Moderna,
AstraZeneca, Janssen) and to have received the last dose at least 14 days before arrival. The
EU states that if member states accept proof of vaccination to waive travel restrictions, they
should in principle lift restrictions on non-essential travel for travellers who have received the
last recommended dose of a vaccine approved by the European Medicines Agency (EMA), at
least 14 days before arrival.

4.  As part of the continual improvement approach to reduce the risk of COVID-19 entering the
community, the Government has signalled it wants to look at vaccination requirements for
arrivals to New Zealand.
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In the short term, imposing a vaccination requirement on inbound travellers (in addition to
testing and managed isolation and quarantine (MIQ) for 14 days) has been proposed as a
first step in the phased introduction of vaccination requirements at the border. A Cabinet
paper is being prepared on this proposal, which will need to include a recommendation on
the vaccination requirements to enter MIQ (and therefore Aotearoa New Zealand).

There are currently 22 COVID-19 vaccines worldwide approved for use by at least one
government or other authority (Appendix 2).

The COVID-19 vaccines currently provisionally approved by Medsafe for use in New Zealand
are Pfizer, Janssen, and AstraZeneca. However, not every country has at least one of these
vaccines approved and available for use. As of 17" September 2021, 26 of 193 countries had
no approval for Pfizer, Janssen, or an AstraZeneca formulation. These 26 countries include, for
example, China, Russia and Syria (Appendix 2).

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)

Medsafe recognised authorities have approved a number of COVID-19 Vaccines for
Emergency Use. These are Pfizer, Janssen, AstraZeneca, and Moderna. The countries where
these vaccines are approved are shown in Appendix 2.

The COVID-19 Policy team have consequently sought CV TAG advice on COVID-19
vaccination requirements for people arriving to the country and entering managed isolation
and quarantine (MIQ) for 14 days.

Recommendations

11.

12.

CV TAG meton 7, 14 and 21 September 2021 to consider recommendations regarding
COVID-19 vaccines for people arriving to Aotearoa New Zealand.

CV TAG noted that:

a. officials are preparing a proposal for the Minister for COVID-19 Response to take to
Cabinet that would impose a pre-entry requirement from 1 November 2021, that all
(non-New Zealand citizen) arrivals by air are fully vaccinated.

b. under this proposal all arrivals would still undergo testing and 14 days MIQ, which will
continue to be the key line of defence.
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this is being proposed as an additional precautionary measure to further reduce the
risk of COVID-19 entering the New Zealand community (and until New Zealand
achieves high vaccination coverage).

there are significant ethical and equity issues given that most people have no choice
about which vaccine they receive, and many countries still have poor access to
vaccines and low vaccination rates.

while the effectiveness varies across the different vaccine products, any vaccine is
better than no vaccine.

new recommendations will be needed if requirements around MIQ on entry to
Aotearoa New Zealand change. This is due to different considerations around
requirements of vaccines without MIQ as the key line of defence.

updated recommendations will likely be needed if there are changes to the approved
COVID-19 vaccination schedules in New Zealand.

13. CV TAG recommends that:

a.

a full primary course of vaccination with any of the 22 COVID-19 vaccines approved
by at least one government or authority (or an approved combination of those
vaccines in their origin country) with the last dose at least 14 days before arrival would
be acceptable for entering MIQ for 14 days, given that testing and MIQ would provide
the key line of defence. Vaccination should be documented in the manner that the
origin country provides.

an exemption process should be put in place for those who require an exemption on
humanitarian grounds, because they are below the approved age for COVID-19
vaccination in their origin country, or for other similar reasons.

those aged 12 years or over who enter the country with a full primary course of
vaccination, but with a vaccine that is NOT one of those approved by a Medsafe-
recognised authority should be offered an additional dose of Pfizer vaccine as soon as
possible after entry to New Zealand (and at the latest as they leave MIQ). This should
occur at least 28 days after the last dose, with no upper limit on time since the last
dose.

those who enter the country, are aged 12 years or over, and have received no doses
of any of the 22 COVID-19 vaccines, should be offered a full course of Pfizer vaccine
as soon as possible after entry to New Zealand (and at the latest receiving the first
dose as they leave MIQ).

those who enter the country, are aged 12 years or over and have received an
incomplete primary course of any of the 22 COVID-19 vaccines (whether approved by
a Medsafe-recognised authority or not), should be offered an additional dose of Pfizer
vaccine as soon as possible after entry to New Zealand.

i. This should occur at least 28 days after the most recent dose of COVID-19
vaccine, with no upper limit on time since the last dose.

ii. If the interval since the most recent dose allows, vaccination with Pfizer should
be offered to people while in MIQ or at the latest as they leave MIQ.
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iii. If the interval since most recent dose does not allow vaccination on or before
leaving MIQ, a future vaccination booking should be offered as they leave MIQ
at the latest.

14. CV TAG will continue to monitor all relevant information (including vaccine efficacy data
against emerging variants of concern and emerging evidence on the duration of
immunity) and will update their recommendations as further evidence becomes available.

/a,\ GTM
S

Dr lan Town
Chief Science Advisor and Chair of the COVID-19 Vaccine Technical Advisory Group
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Appendix 1: Previous CV TAG recommendations for Border Workers

CV TAG has previously provided advice on COVID-19 vaccination requirements for Border Workers,
recognising that enhanced protection against infection was needed due to their individual
occupational risk profile but also the broader public health benefit through reducing viral infection
and onward transmission. CV TAG noted that:

a. Data are still emerging on the efficacy of heterologous vaccine schedules from
approved and recognised vaccines in New Zealand's portfolio, however initial results
show that mixing vaccine doses is associated with a low incidence of adverse effects
and could provide an improved immune response through increased anti-spike
antibody titres and neutralising antibodies.[2-4]

b. Protection against symptomatic infection is of enhanced importance for work at the
Border. Extensive data has emerged showing high efficacy and effectiveness against
symptomatic infection after two doses of the Pfizer, AstraZeneca, or Moderna vaccines
in Phase 3 clinical trials and large post-marketing studies. There is strong evidence
that the Janssen vaccine (the single-dose, adenovirus vector vaccine) provides a high
degree of protection against moderate and severe disease from COVID-19, however
there are fewer data on the efficacy or effectiveness against symptomatic infection,
especially in the context of the Delta variant of SARS-CoV-2, and the immune
response appears to be lower.

On this basis, CV TAG recommended for Border Workers that:

c. A full course of vaccination with a COVID-19 vaccine recognised by Medsafe or a
Medsafe recognised authority provides sufficient protection from COVID-19 for work
at the Border, with the exception of the Janssen vaccine as a single dose schedule.

d. A ’booster dose of the Pfizer vaccine should be administered for Border workers who
have only received a single dose of the Janssen vaccine, due to the higher risk of
SARS-CoV-2 infection for Border work, and the need for enhanced protection against
infection among Border Workers

e. If aworkerisin New Zealand and has an incomplete vaccination with a vaccine
recognised by Medsafe or a Medsafe recognised authority, they should complete their
vaccination by receiving one dose of the Pfizer vaccine. This should occur at least 21
days after the first dose of the Pfizer vaccine, or at least 28 days after the first dose of
AstraZeneca or Moderna. There is no upper time limit on time for when that dose can
be administered.

f.  Border workers who have received a partial or complete course of vaccine with a
COVID-19 vaccine not approved by Medsafe or a Medsafe recognised authority,
should also receive one dose of the Pfizer vaccine.
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Appendix 2: Vaccines authorised/approved in each country

Country n Only Medsafe No ) _ = 2
vaccines| Medsafe [recognised| Medsafe e x| 2|lw cCS|e SI8|® > |2
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|| 8|5|82 83|50 5|3|E|E Z|®| e
® g|loT|°g|o 3]s °l 8
o <
£ =~

"Approved"
by Medsafe
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https://covid19.trackvaccines.org/country/afghanistan/
https://covid19.trackvaccines.org/country/australia/
https://covid19.trackvaccines.org/country/austria/
https://covid19.trackvaccines.org/country/barbados/
https://covid19.trackvaccines.org/country/belgium/
https://covid19.trackvaccines.org/country/bermuda/
https://covid19.trackvaccines.org/country/bhutan/
https://covid19.trackvaccines.org/country/bosnia-and-herzegovina/
https://covid19.trackvaccines.org/country/bosnia-and-herzegovina/
https://covid19.trackvaccines.org/country/botswana/
https://covid19.trackvaccines.org/country/bulgaria/
https://covid19.trackvaccines.org/country/burkina-faso/
https://covid19.trackvaccines.org/country/cabo-verde/
https://covid19.trackvaccines.org/country/canada/
https://covid19.trackvaccines.org/country/central-african-republic/
https://covid19.trackvaccines.org/country/central-african-republic/
https://covid19.trackvaccines.org/country/central-african-republic/
https://covid19.trackvaccines.org/country/costa-rica/
https://covid19.trackvaccines.org/country/cote-divoire/
https://covid19.trackvaccines.org/country/croatia/

MINISTRY OF

HEALTH

MANATU HAUORA

a9I10
uabipaw
dsqu ueisxezeyy
AOYewny
14ga4
ejlys
reyuiw
13jyz Inyue
e|Iped SnpAz
yosolq jereyq
ouisue)
wueydouls

(b1 1uinds)
eAgrewes

(iuinds)
eAoewe

(epael) euispow
*XeNeAON

(Builieq)
weydouls

JeAOUIS

k=t
o0
< 2
wn <
- o
23
=g
S
k=t
£ 3
C = 0
352
7] w Q
=3
S I IR I I I S S S S SN I S I I S S S S R S S —
k=t
23
25<c
T o
O o w
=3
S
%)
0}
c
c o
(&)
IS
>
>
el
=
[
>
o
(@)

Page 8 of 16


https://covid19.trackvaccines.org/country/cyprus/
https://covid19.trackvaccines.org/country/czechia/
https://covid19.trackvaccines.org/country/democratic-republic-of-the-congo/
https://covid19.trackvaccines.org/country/democratic-republic-of-the-congo/
https://covid19.trackvaccines.org/country/democratic-republic-of-the-congo/
https://covid19.trackvaccines.org/country/denmark/
https://covid19.trackvaccines.org/country/dominica/
https://covid19.trackvaccines.org/country/estonia/
https://covid19.trackvaccines.org/country/eswatini/
https://covid19.trackvaccines.org/country/ethiopia/
https://covid19.trackvaccines.org/country/faroe-islands/
https://covid19.trackvaccines.org/country/fiji/
https://covid19.trackvaccines.org/country/finland/
https://covid19.trackvaccines.org/country/france/
https://covid19.trackvaccines.org/country/germany/
https://covid19.trackvaccines.org/country/greece/
https://covid19.trackvaccines.org/country/greenland/
https://covid19.trackvaccines.org/country/grenada/
https://covid19.trackvaccines.org/country/guinea-bissau/
https://covid19.trackvaccines.org/country/guinea-bissau/
https://covid19.trackvaccines.org/country/haiti/
https://covid19.trackvaccines.org/country/iceland/
https://covid19.trackvaccines.org/country/ireland/
https://covid19.trackvaccines.org/country/israel/
https://covid19.trackvaccines.org/country/italy/
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https://covid19.trackvaccines.org/country/jamaica/
https://covid19.trackvaccines.org/country/kosovo/
https://covid19.trackvaccines.org/country/kuwait/
https://covid19.trackvaccines.org/country/latvia/
https://covid19.trackvaccines.org/country/lesotho/
https://covid19.trackvaccines.org/country/liberia/
https://covid19.trackvaccines.org/country/liechtenstein/
https://covid19.trackvaccines.org/country/lithuania/
https://covid19.trackvaccines.org/country/luxembourg/
https://covid19.trackvaccines.org/country/madagascar/
https://covid19.trackvaccines.org/country/malawi/
https://covid19.trackvaccines.org/country/malta/
https://covid19.trackvaccines.org/country/monaco/
https://covid19.trackvaccines.org/country/nauru/
https://covid19.trackvaccines.org/country/netherlands/
https://covid19.trackvaccines.org/country/new-zealand/
https://covid19.trackvaccines.org/country/norway/
https://covid19.trackvaccines.org/country/papua-new-guinea/
https://covid19.trackvaccines.org/country/papua-new-guinea/
https://covid19.trackvaccines.org/country/poland/
https://covid19.trackvaccines.org/country/portugal/
https://covid19.trackvaccines.org/country/qatar/
https://covid19.trackvaccines.org/country/republic-of-korea/
https://covid19.trackvaccines.org/country/republic-of-korea/
https://covid19.trackvaccines.org/country/romania/
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https://covid19.trackvaccines.org/country/rwanda/
https://covid19.trackvaccines.org/country/saint-kitts-and-nevis/
https://covid19.trackvaccines.org/country/saint-kitts-and-nevis/
https://covid19.trackvaccines.org/country/saint-lucia/
https://covid19.trackvaccines.org/country/sao-tome-and-principe/
https://covid19.trackvaccines.org/country/sao-tome-and-principe/
https://covid19.trackvaccines.org/country/saudi-arabia/
https://covid19.trackvaccines.org/country/singapore/
https://covid19.trackvaccines.org/country/slovakia/
https://covid19.trackvaccines.org/country/slovenia/
https://covid19.trackvaccines.org/country/south-sudan/
https://covid19.trackvaccines.org/country/spain/
https://covid19.trackvaccines.org/country/sudan/
https://covid19.trackvaccines.org/country/suriname/
https://covid19.trackvaccines.org/country/sweden/
https://covid19.trackvaccines.org/country/switzerland/
https://covid19.trackvaccines.org/country/the-bahamas/
https://covid19.trackvaccines.org/country/the-bahamas/
https://covid19.trackvaccines.org/country/tonga/
https://covid19.trackvaccines.org/country/uganda/
https://covid19.trackvaccines.org/country/united-kingdom-of-great-britain-and-northern-ireland/
https://covid19.trackvaccines.org/country/united-kingdom-of-great-britain-and-northern-ireland/
https://covid19.trackvaccines.org/country/united-kingdom-of-great-britain-and-northern-ireland/
https://covid19.trackvaccines.org/country/united-kingdom-of-great-britain-and-northern-ireland/
https://covid19.trackvaccines.org/country/united-kingdom-of-great-britain-and-northern-ireland/
https://covid19.trackvaccines.org/country/united-states-of-america/
https://covid19.trackvaccines.org/country/united-states-of-america/
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https://covid19.trackvaccines.org/country/vatican/
https://covid19.trackvaccines.org/country/yemen/
https://covid19.trackvaccines.org/country/zambia/
https://covid19.trackvaccines.org/country/albania/
https://covid19.trackvaccines.org/country/angola/
https://covid19.trackvaccines.org/country/antigua-and-barbuda/
https://covid19.trackvaccines.org/country/antigua-and-barbuda/
https://covid19.trackvaccines.org/country/argentina/
https://covid19.trackvaccines.org/country/armenia/
https://covid19.trackvaccines.org/country/azerbaijan/
https://covid19.trackvaccines.org/country/bahrain/
https://covid19.trackvaccines.org/country/bangladesh/
https://covid19.trackvaccines.org/country/belize/
https://covid19.trackvaccines.org/country/benin/
https://covid19.trackvaccines.org/country/bolivia-plurinational-state-of/
https://covid19.trackvaccines.org/country/bolivia-plurinational-state-of/
https://covid19.trackvaccines.org/country/bolivia-plurinational-state-of/
https://covid19.trackvaccines.org/country/brazil/
https://covid19.trackvaccines.org/country/brunei-darussalam/
https://covid19.trackvaccines.org/country/brunei-darussalam/
https://covid19.trackvaccines.org/country/cambodia/
https://covid19.trackvaccines.org/country/chile/
https://covid19.trackvaccines.org/country/colombia/
https://covid19.trackvaccines.org/country/dominican-republic/
https://covid19.trackvaccines.org/country/dominican-republic/
https://covid19.trackvaccines.org/country/ecuador/
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https://covid19.trackvaccines.org/country/egypt/
https://covid19.trackvaccines.org/country/el-salvador/
https://covid19.trackvaccines.org/country/gambia/
https://covid19.trackvaccines.org/country/georgia/
https://covid19.trackvaccines.org/country/ghana/
https://covid19.trackvaccines.org/country/guatemala/
https://covid19.trackvaccines.org/country/guyana/
https://covid19.trackvaccines.org/country/honduras/
https://covid19.trackvaccines.org/country/hong-kong/
https://covid19.trackvaccines.org/country/hungary/
https://covid19.trackvaccines.org/country/india/
https://covid19.trackvaccines.org/country/indonesia/
https://covid19.trackvaccines.org/country/iran-islamic-republic-of/
https://covid19.trackvaccines.org/country/iran-islamic-republic-of/
https://covid19.trackvaccines.org/country/iraq/
https://covid19.trackvaccines.org/country/japan/
https://covid19.trackvaccines.org/country/jordan/
https://covid19.trackvaccines.org/country/kenya/
https://covid19.trackvaccines.org/country/lebanon/
https://covid19.trackvaccines.org/country/libya/
https://covid19.trackvaccines.org/country/malaysia/
https://covid19.trackvaccines.org/country/maldives/
https://covid19.trackvaccines.org/country/mali/
https://covid19.trackvaccines.org/country/mauritius/
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https://covid19.trackvaccines.org/country/mexico/
https://covid19.trackvaccines.org/country/mongolia/
https://covid19.trackvaccines.org/country/morocco/
https://covid19.trackvaccines.org/country/myanmar/
https://covid19.trackvaccines.org/country/namibia/
https://covid19.trackvaccines.org/country/nepal/
https://covid19.trackvaccines.org/country/nicaragua/
https://covid19.trackvaccines.org/country/niger/
https://covid19.trackvaccines.org/country/nigeria/
https://covid19.trackvaccines.org/country/north-macedonia/
https://covid19.trackvaccines.org/country/north-macedonia/
https://covid19.trackvaccines.org/country/oman/
https://covid19.trackvaccines.org/country/pakistan/
https://covid19.trackvaccines.org/country/panama/
https://covid19.trackvaccines.org/country/paraguay/
https://covid19.trackvaccines.org/country/peru/
https://covid19.trackvaccines.org/country/philippines/
https://covid19.trackvaccines.org/country/republic-of-moldova/
https://covid19.trackvaccines.org/country/republic-of-moldova/
https://covid19.trackvaccines.org/country/saint-vincent-and-the-grenadines/
https://covid19.trackvaccines.org/country/saint-vincent-and-the-grenadines/
https://covid19.trackvaccines.org/country/saint-vincent-and-the-grenadines/
https://covid19.trackvaccines.org/country/senegal/
https://covid19.trackvaccines.org/country/serbia/
https://covid19.trackvaccines.org/country/seychelles/
https://covid19.trackvaccines.org/country/sierra-leone/
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https://covid19.trackvaccines.org/country/solomon-islands/
https://covid19.trackvaccines.org/country/solomon-islands/
https://covid19.trackvaccines.org/country/somalia/
https://covid19.trackvaccines.org/country/south-africa/
https://covid19.trackvaccines.org/country/sri-lanka/
https://covid19.trackvaccines.org/country/taiwan/
https://covid19.trackvaccines.org/country/tajikistan/
https://covid19.trackvaccines.org/country/thailand/
https://covid19.trackvaccines.org/country/timor-leste/
https://covid19.trackvaccines.org/country/togo/
https://covid19.trackvaccines.org/country/trinidad-and-tobago/
https://covid19.trackvaccines.org/country/trinidad-and-tobago/
https://covid19.trackvaccines.org/country/tunisia/
https://covid19.trackvaccines.org/country/turkey/
https://covid19.trackvaccines.org/country/ukraine/
https://covid19.trackvaccines.org/country/united-arab-emirates/
https://covid19.trackvaccines.org/country/united-arab-emirates/
https://covid19.trackvaccines.org/country/uruguay/
https://covid19.trackvaccines.org/country/uzbekistan/
https://covid19.trackvaccines.org/country/vanuatu/
https://covid19.trackvaccines.org/country/viet-nam/
https://covid19.trackvaccines.org/country/west-bank/
https://covid19.trackvaccines.org/country/zimbabwe/
https://covid19.trackvaccines.org/country/algeria/
https://covid19.trackvaccines.org/country/belarus/
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https://covid19.trackvaccines.org/country/cameroon/
https://covid19.trackvaccines.org/country/chad/
https://covid19.trackvaccines.org/country/china/
https://covid19.trackvaccines.org/country/comoros/
https://covid19.trackvaccines.org/country/congo/
https://covid19.trackvaccines.org/country/cuba/
https://covid19.trackvaccines.org/country/djibouti/
https://covid19.trackvaccines.org/country/equatorial-guinea/
https://covid19.trackvaccines.org/country/equatorial-guinea/
https://covid19.trackvaccines.org/country/gabon/
https://covid19.trackvaccines.org/country/guinea/
https://covid19.trackvaccines.org/country/kazakhstan/
https://covid19.trackvaccines.org/country/kyrgyzstan/
https://covid19.trackvaccines.org/country/lao-peoples-democratic-republic/
https://covid19.trackvaccines.org/country/lao-peoples-democratic-republic/
https://covid19.trackvaccines.org/country/lao-peoples-democratic-republic/
https://covid19.trackvaccines.org/country/mauritania/
https://covid19.trackvaccines.org/country/montenegro/
https://covid19.trackvaccines.org/country/mozambique/
https://covid19.trackvaccines.org/country/puerto-rico/
https://covid19.trackvaccines.org/country/republic-of-the-congo/
https://covid19.trackvaccines.org/country/republic-of-the-congo/
https://covid19.trackvaccines.org/country/russian-federation/
https://covid19.trackvaccines.org/country/russian-federation/
https://covid19.trackvaccines.org/country/san-marino/
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Source: https://covid19.trackvaccines.org/trials-vaccines-by-country 17 September 2021

* Novavax included in table although not approved/authorised in any country
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Memo

COVID-19 vaccines for arrivals to Aotearoa New Zealand: COVID-19 Vaccine
Technical Advisory Group (CV TAG) Recommendations

Date: 1 October 2021

To: Laupepa Va'a, Workstream Lead, Polynesian Pandemic Preparedness, Pacific Health
Corridors, Global Health

Alison Cossar, Manager, Public Health Policy, Systems Strategy and Policy

Copy to: . . . . . .
Joanne Gibbs, Director of National Operations, COVID Vaccine Immunisation
Programme
Maree Roberts, Deputy Director General, System Strategy and Policy
Niki Stefanogiannis, Deputy Director Public Health, Population Health and
Prevention

From: Dr lan Town, Chief Science Advisor

For your: Information

Purpose of report

1. This memo summarises the COVID-19 Vaccine Technical Advisory Group's (CV TAG)
recommendations on COVID-19 vaccination requirements for people arriving to the country
under the Recognised Seasonal Employer (RSE) scheme. These recommendations are made
as a part of the next step in the phased introduction of vaccination requirements at the
border.

Background and context

2. CV TAG has previously provided recommendations on COVID-19 vaccination requirements
for Border Workers, recognising that enhanced protection against infection was needed due
to their individual occupational risk profile but also the broader public health benefit through
reducing viral infection and onward transmission. Details of recommendation are provided in
Appendix 1.

3. Recommendations have also been provided on vaccination requirements for entering
managed isolation and quarantine (MIQ). These recommendations specify that a full primary
course of vaccination with any COVID-19 vaccine would be acceptable for entering MIQ. For
those who have had a full primary course of a vaccine NOT approved, provisionally approved,
or authorised for emergency use by a Medsafe-recognised authority, they should be offered
an additional dose of Pfizer vaccine. Further details of recommendation are provided in
Appendix 2.
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4. COVID-19 vaccines currently provisionally approved by Medsafe for use in New Zealand are
Pfizer, Janssen, and AstraZeneca. An application for the Novavax COVID-19 vaccine has been
received, but the timeframe for completion depends on further data from the sponsor.[1]

5. Medsafe considers that the following authorities follow similar international standards and
guidelines to Medsafe. This allows Medsafe to facilitate abridged evaluations of new
medicine applications in New Zealand via the abbreviated application pathway. The Medsafe
recognised authorities are: The Australian Therapeutic Goods Administration (TGA), The
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, the European Medicines Agency (EMA) (centralised procedure only) and EU
member states (decentralised or mutual recognition procedure only).[2]

6.  COVID-19 vaccines that do not have Medsafe approval or provisional approval, but comply
with requirements of Medsafe-recognised authorities are: Moderna mRNA vaccine (Spikevax)
- TGA, FDA, Health Canada, MHRA, and EMA; and the AstraZeneca vaccine manufactured by
the Serum Institute of India (Covishield) - Health Canada.[3-7] Vaccines that are currently
under rolling review by the EMA but not yet approved include CureVac, Gamalaya (Sputnik V),
Sinovac (Coronavac) and Vidprevtyn from Sanofi-GSK.

7. As part of the continual improvement approach to reduce the risk of COVID-19 entering the
community, the Government has signalled it wants to look at vaccination requirements for
arrivals to New Zealand. In the short term, imposing a vaccination requirement on inbound
RSE workers has been proposed as a next step in the phased introduction of vaccination
requirements at the border.

8.  The Government have announced that a one-way quarantine-free travel scheme will be open
for RSE workers from Samoa, Tonga and Vanuatu. This begins from 4 October for RSE workers
from Vanuatu, and 12 October for RSE workers from Samoa and Tonga. This scheme will allow
up to 14,400 workers from those Pacific nations to enter without 14 days in MIQ.

9.  Current requirements as part of this scheme specify that RSE workers must have had at least
one dose of vaccination pre-departure, undertake Day 0 and Day 5 tests, and complete a 7-
day self-isolation period in employer-arranged accommodation. They will be released to
work after a negative Day 5 result.

10. RSE workers are expected to arrive having received either the AstraZeneca vaccine (Samoa,
Tonga and Vanuatu) or the Sinopharm vaccine (Vanuatu). The Government has been informed
that most RSE workers will be fully vaccinated, however some may arrive having only had one
dose. The issue of people arriving with 1 dose will be time-restricted in that by late 2021 all
incoming RSE workers should be fully vaccinated.

11.  The Ministry of Health's Global Health Polynesian Health Corridors team and Polynesian
Pandemic Preparedness Worksteam has requested advice about the vaccination requirements
for RSE workers:

a. who have received a full primary course of vaccination with the AstraZeneca vaccine;
b. who have received a full primary course of vaccination with the Sinopharm vaccine;

c. who have received an incomplete primary course of one dose of the AstraZeneca
vaccine;

d. who have received an incomplete primary course of one dose of the Sinopharm
vaccine.
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Recommendations

12.  CV TAG met on 21 September 2021 to consider recommendations regarding COVID-19
vaccines for arrivals to Aotearoa New Zealand.

13. CV TAG noted that:

a. There have been no cases of COVID-19 in Samoa, Tonga, and Vanuatu in the last 6
months. Therefore, the purpose of these entry requirements for RSE workers is to
ensure they are protected from COVID-19 while in New Zealand with a similar level of
protection as others in New Zealand.

b. Data are still emerging on the efficacy of heterologous vaccine schedules from
approved and recognised vaccines in New Zealand's portfolio. Initial results show that
mixing doses of mRNA and adenovirus-vectored vaccines is associated with an
acceptable reactogenicity profile and generates levels of anti-spike neutralising

antibody titres shown to provide high levels of protection in primary efficacy trials.[8-
10]

c. Because receiving vaccines for COVID-19 are free to all within New Zealand, no cost
will be associated with administration of any additional doses to RSE workers.

14. CV TAG recommends that:

For RSE workers who have Recommendation

received

a. 2 doses of the This is a full primary course of vaccination approved by
AstraZeneca vaccine Medsafe. Considered ‘fully vaccinated'.

b. 2 doses of the Sinopharm This vaccine is NOT approved by Medsafe and/or
vaccine Medsafe recognised authorities. These RSE workers
should receive one dose of the Pfizer vaccine.

c. 1 dose of the AstraZeneca These RSE workers should receive one dose of the Pfizer
vaccine vaccine.

d. 1 dose of the Sinopharm
vaccine

e. Regarding timing, administration of any additional doses should occur:

i. At least 28 days after the most recent dose of COVID-19 vaccine, with no upper
limit on time since the last dose.

ii. If the interval since the most recent dose allows, the Pfizer dose should be
offered to people on entry, while in self-isolation or at the latest as they leave
self-isolation.
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iii. If the interval since the most recent dose does not allow vaccination before
leaving self-isolation, a vaccination booking at the earliest available opportunity
will be made before leaving self-isolation.

15.  CV TAG will continue to monitor all relevant information (including vaccine efficacy data
against emerging variants of concern and emerging evidence on the duration of immunity)
and will update their recommendations as further evidence becomes available.

/aA G_I‘aLJ/\

e

Dr lan Town
Chief Science Advisor and Chair of the COVID-19 Vaccine Technical Advisory Group
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Appendix 1: Previous CV TAG recommendations for Border Workers

CV TAG has previously provided advice on COVID-19 vaccination requirements for Border Workers,
recognising that enhanced protection against infection was needed due to their individual
occupational risk profile but also the broader public health benefit through reducing viral infection
and onward transmission. CV TAG noted that:

a. Data are still emerging on the efficacy of heterologous vaccine schedules from
approved and recognised vaccines in New Zealand's portfolio, however initial results
show that mixing vaccine doses is associated with a low incidence of adverse effects
and could provide an improved immune response through increased anti-spike
antibody titres and neutralising antibodies.[8-10]

b. Protection against symptomatic infection is of enhanced importance for work at the
Border. Extensive data has emerged showing high efficacy and effectiveness against
symptomatic infection after two doses of the Pfizer, AstraZeneca, or Moderna vaccines
in Phase 3 clinical trials and large post-marketing studies. There is strong evidence
that the Janssen vaccine (the single-dose, adenovirus vector vaccine) provides a high
degree of protection against moderate and severe disease from COVID-19, however
there are fewer data on the efficacy or effectiveness against symptomatic infection,
especially in the context of the Delta variant of SARS-CoV-2, and the immune
response appears to be lower.

On this basis, CV TAG recommended for Border Workers that:

c. A full course of vaccination with a COVID-19 vaccine recognised by Medsafe or a
Medsafe recognised authority provides sufficient protection from COVID-19 for work
at the Border, with the exception of the Janssen vaccine as a single dose schedule.

d. A ’booster dose of the Pfizer vaccine should be administered for Border workers who
have only received a single dose of the Janssen vaccine, due to the higher risk of
SARS-CoV-2 infection for Border work, and the need for enhanced protection against
infection among Border Workers

e. If aworkerisin New Zealand and has an incomplete vaccination with a vaccine
recognised by Medsafe or a Medsafe recognised authority, they should complete their
vaccination by receiving one dose of the Pfizer vaccine. This should occur at least 21
days after the first dose of the Pfizer vaccine, or at least 28 days after the first dose of
AstraZeneca or Moderna. There is no upper time limit on time for when that dose can
be administered.

f.  Border workers who have received a partial or complete course of vaccine with a
COVID-19 vaccine not approved by Medsafe or a Medsafe recognised authority,
should also receive one dose of the Pfizer vaccine.
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Appendix 2: Previous CV TAG recommendations for entry to MIQ

CV TAG have previously provided advice on COVID-19 vaccination requirements for entering MIQ.
CV TAG noted that:

a.

officials are preparing a proposal for the Minister for COVID-19 Response to take to
Cabinet that would impose a pre-entry requirement from 1 November 2021, that all
(non-New Zealand citizen) arrivals by air are fully vaccinated.

under this proposal all arrivals would still undergo testing and 14 days MIQ, which will
continue to be the key line of defence.

this is being proposed as an additional precautionary measure to further reduce the risk
of COVID-19 entering the New Zealand community (and until New Zealand achieves high
vaccination coverage).

are significant ethical and equity issues given that most people have no choice about
which vaccine they receive, and many countries still have poor access to vaccines and
low vaccination rates.

while the effectiveness varies across the different vaccine products, any vaccine is
better than no vaccine.

new recommendations will be needed if requirements around MIQ on entry to
Aotearoa New Zealand change. This is due to different considerations around
requirements of vaccines without MIQ as the key line of defence.

updated recommendations will likely be needed if there are changes to the approved
COVID-19 vaccination schedules in New Zealand.

On this basis, CV TAG recommended for arrivals to MIQ:

a.

a full primary course of vaccination with any of the 22 COVID-19 vaccines approved by at
least one government or authority (or an approved combination of those vaccines in
their origin country) with the last dose at least 14 days before arrival would be
acceptable for entering MIQ for 14 days, given that testing and MIQ would provide the
key line of defence. Vaccination should be documented in the manner that the origin
country provides.

an exemption process should be put in place for those who require an exemption on
humanitarian grounds, because they are below the approved age for COVID-19
vaccination in their origin country, or for other similar reasons.

those aged 12 years or over who enter the country with a full primary course of
vaccination, but with a vaccine that is NOT one of those approved by a Medsafe-
recognised authority should be offered an additional dose of Pfizer vaccine as soon as
possible after entry to New Zealand (and at the latest as they leave MIQ). This should
occur at least 28 days after the last dose, with no upper limit on time since the last dose.

those who enter the country, are aged 12 years or over, and have received no doses of
any of the 22 COVID-19 vaccines, should be offered a full course of Pfizer vaccine as
soon as possible after entry to New Zealand (and at the latest receiving the first dose as
they leave MIQ).
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e. those who enter the country, are aged 12 years or over and have received an incomplete
primary course of any of the 22 COVID-19 vaccines (whether approved by a Medsafe-
recognised authority or not), should be offered an additional dose of Pfizer vaccine as
soon as possible after entry to New Zealand.

ii. this should occur at least 28 days after the most recent dose of COVID-19
vaccine, with no upper limit on time since the last dose.

iii. if the interval since the most recent dose allows, vaccination with Pfizer should
be offered to people while in MIQ or at the latest as they leave MIQ.

iv. if the interval since most recent dose does not allow vaccination on or before
leaving MIQ, a future vaccination booking should be offered as they leave MIQ
at the latest.
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Memo

Decision to use the AstraZeneca COVID-19 vaccine: COVID-19 Vaccine
Technical Advisory Group (CV TAG) recommendations

Date: 27™ October 2021

To: Joanne Gibbs, Director of National Operations, COVID Vaccine Immunisation
Programme

Cc: Dr Ashley Bloomfield, Director-General of Health
Allison Bennett, Manager, System Enablers, System Strategy and Policy
Dr Caroline McElnay, Director of Public Health

From: Dr lan Town, Chief Science Advisor

For your: Information

Purpose of report

1.

To summarise the COVID-19 Vaccine Technical Advisory Group's (CV TAG) recommendations
on the decision to use the AstraZeneca COVID-19 vaccine (‘'the AstraZeneca vaccine’).

Context

2.

In February 2021, CV TAG advice was sought for use of the Pfizer COVID-19 vaccine for
people who were 16 years and over, following Medsafe provisional approval. Cabinet agreed
that the COVID-19 Vaccine Immunisation Programme proceed with the rollout of the Pfizer
vaccine. It was noted that further advice would be provided to Cabinet on each vaccine
candidate as they became available for use (following Medsafe approval), without knowing if
a future vaccine was going to be more suitable or effective. In order to make decisions given
the uncertainty, a Decision to Use framework was developed.

In July 2021, CV TAG advice was sought on the use of the Janssen COVID-19 vaccine for
people aged 16 years and over, following Medsafe provisional approval. CV TAG advised that
there was no current indication for wide use of the Janssen vaccine, however that it could be
considered at an individual level where the Pfizer vaccine was not suitable e.g., anaphylaxis or
other rare side effects following the first dose of the Pfizer vaccine. Cabinet considered the
recommendations for the Decision to Use the Janssen vaccine and agreed to proceed with
taking receipt of up to 500,000 doses in October 2021 for those individuals unable to receive
the Pfizer vaccine (e.g., anaphylaxis), or for people who are hesitant to receive a messenger
RNA (mRNA) vaccine.

At the time Cabinet made this decision, it was expected that Janssen'’s vaccine would be
available in New Zealand in Q4 2021. However, as a result of subsequent regulatory issues
relating to the manufacture of Janssen's vaccine, it is unlikely that Janssen will be able to
provide supply any earlier than January 2022. Given the uncertainty around accessing
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Janssen'’s vaccine in 2021, the Ministry’s Policy team are looking to secure supply of the
AstraZeneca vaccine in the coming weeks.

5. The Ministry’'s Policy team sought clinical and scientific advice from CV TAG on the use of the
AstraZeneca vaccine in New Zealand.

6.  The AstraZeneca vaccine was granted provisional approval by Medsafe for use in people
aged 18 and over in New Zealand on 22 July 2021, under section 23 of the Medicines Act,
with conditions.[1]

7. ltis atwo-dose non-replicating viral vector vaccine, and the second dose is administered
between 4 and 12 weeks after the first dose. It can be stored at 2-8°C for up to 6 months.
Multiple doses may be pre-drawn from one vial and used within one hour if stored at room
temperature, or within six hours if stored at 2-8°C.[2]

8.  The overall safety and efficacy of the AstraZeneca vaccine is based on analysis of pooled data
from four phase lll clinical trials (COV001, COV002, COV003, and COV005) conducted in the
United Kingdom (UK), Brazil, and South Africa. At the time of analysis, 24,244 participants
aged 18 and over had been randomised and received either the AstraZeneca vaccine or
control. Additional safety of the AstraZeneca vaccine was established in a randomised phase
[l clinical trial conducted in the United States, Peru, and Chile.[3, 4]

9.  The AstraZeneca vaccine provides efficacy against COVID-19 infection and severe disease.
Vaccine efficacy against symptomatic, lab-confirmed, COVID-19 at least 14 days after two
standard doses, with 4-to-12-week intervals, was 63.1% (95%Cl: 51.8-71.1) in pooled data
from the trials conducted in the UK, Brazil and South Africa.[3] In the US, Chile, and Peru trial,
efficacy was 74% (95%Cl: 65.3-80.5) from 15 days after the second dose when given four
weeks apart.[4] Efficacy against severe disease or hospitalisation was found to be 100% (95%
Cl 72.2-100%) from >21 days after the second dose across clinical trials.[3, 4]

10. Intervals between doses varied in clinical trials, and post hoc analysis indicated that longer
intervals were associated with a stronger immune response. When the dose interval was
stratified in the initial phase Ill trial, an interval of <6 weeks was associated with 55.1% (95%ClI
33.0-69-9%) efficacy, at 6-8 weeks it was 59:9% (95%Cl 32.0-6.4%), at 8-11 weeks it was 63.7%
(95%Cl 28.0-81.7%) and >12 weeks it was 81.3% (95%Cl 60.3 — 91.2%).[5]

11.  Estimates for effectiveness against viral infection ranged from 73% to 94.9% pre-Delta,[6-9]
and against severe disease were 72.8% (95%Cl: 71.8-73.8).[10] Real world effectiveness has
seen a modest decline, however it is unclear if this is due to Delta or waning efficacy of the
vaccine. Results from a UK study demonstrated high vaccine effectiveness against
hospitalisation, however it declined from 93.9% (95% Cl: 91.3%-95.7%) at 1 week after the
second dose to 77% (95% Cl: 70.3%-82.3%) at 20+ weeks. Effectiveness against symptomatic
COVID-19 also declined from 62.7% (95% Cl: 61.7%-63.8%) at 1 week after the second dose
to 47.3% (95% Cl: 45%-49.6%) at 20+ weeks.[11] Effectiveness against death was
94.1% (95%Cl: 91.8-95.8) at 2-9 weeks after the second dose and then fell to 78.7% (95%Cl:
52.7-90.4) by 20+ weeks.[11]

12. Data about effects on transmission remain limited. Unvaccinated members of a household, in
which the primary infection is someone vaccinated with one dose of AstraZeneca, were (for
respectively AstraZeneca, and AstraZeneca and Pfizer together) around 40-50%,[12] and
30%,[13] less likely to become a secondary infection compared to those in unvaccinated
healthcare worker households.
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13.  Continued safety monitoring is essential to understand the long-term safety profile of this
platform.

a.

Severe occurrences of various systemic reactions after the first dose were reported in
<10% 18-55 year olds in the phase I/l trial, which were reduced with the use of
prophylactic paracetamol.[14] The most frequent solicited adverse events (reported in
more than 1 in 10 people) were injection-site tenderness and pain, feeling feverish
(pyrexia), chills, myalgia, headache, malaise, arthralgia, and nausea.[14, 15] Systemic
adverse events of all severities were less common in those over 55 years compared to
younger adults, and also less common after a second dose.[16] Overall, reactogenicity
rates appear higher among < 50 than > 50 year-olds, women and those with prior
symptomatic/confirmed COVID-19.[17]

14. Thrombosis with thrombocytopaenia syndrome (TTS): A very rare and serious syndrome called
thrombosis with thrombocytopaenia syndrome (TTS) has been observed following
vaccination with the AstraZeneca vaccine during post-marketing use. This includes cases
presenting as venous thrombosis, including unusual sites such as cerebral venous sinus
thrombosis (CVST), splanchnic vein thrombosis, as well as arterial thrombosis, concomitant
with thrombocytopenia.[18]

a.

The European Medicines Agency (EMA) concluded on 8 April 2021 that there was a
strong relationship between TTS coagulation disorders and administration of the
vaccine, such as disseminated intravascular coagulation, CVST, as well as arterial
thromboembolic and haemorrhagic stroke. According to the EMA, a total of 1,503 cases
had been reported worldwide as of 31 July 2021, while around 592 million doses of the
AstraZeneca vaccine had been administered by 25 July 2021. The majority of the events
occurred within the first 21 days following vaccination but have also been reported
after this period.[19-21]

Whilst specific risk factors for thromboembolism in combination with
thrombocytopenia have not been identified, cases have occurred in patients with a
previous history of thrombosis, as well as in patients with autoimmune disorders,
including immune thrombocytopenia.[18]

Up to 6 October 2021, there were 424 cases of TTS reported to the UK's MHRA
following vaccination with AstraZeneca, of which 46 were following the second dose. Of
the 424 reports, 213 occurred in women, and 207 occurred in men aged from 18 to 93
years. The overall case fatality rate was 17% with 72 deaths, six of which occurred after
the second dose. This equates to 15.2 cases reported per million first doses.[22]

In Australia, the risk of developing TTS after a first dose of AstraZeneca was estimated
to be 20 in a million.[23] As of 17 October, there have been 156 cases of TTS assessed
as related to the AstraZeneca vaccine in Australia from approximately 12.6 million
vaccine doses. These cases most often occurred about 2-3 weeks after vaccination. The
risk of TTS after a second dose appears to be much lower than after the first dose. The
risk of dying from TTS after vaccination is reported to be approximately 1 in a million
(for people receiving a first dose), and somewhat less than this when both doses are
taken into consideration.[24]

The incidence rate is higher in the younger adult age groups following the first dose
compared to older age groups. According to data from the UK's MHRA, the incidence
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rate is 20.9 per million doses in those aged 18-49 years, compared to 10.9 per million
doses in those aged 50 years and over.[22] According to data from Australia’s COVID-
19 vaccine weekly safety report up to 21 October 2021, the reporting rate of TTS
remains higher in people aged under 60 years (2.5 per 100,000 doses) compared to
those aged 60 and over (1.8 per 100,000 doses). Women in younger age groups seem
to be slightly more likely to develop clots in unusual locations, such as the brain or
abdomen, which have more serious outcomes. Eight people have died as a result of
TTS, and of those six were women.[24]

Guillian-Barré syndrome (GBS). GBS has been reported very rarely following vaccination with
the AstraZeneca vaccine.[18] At the EMA Pharmacovigilance Risk Assessment Committee
(PRAC) meeting from 05-08 July 2021, it was recommended that a warning for GBS following
vaccination be added to the data sheet. They did not ascribe causality but concluded that it is
possible that GBS is a side effect of the vaccine.[25] On 08 September, the EMA added GBS
following vaccination as a very rare side effect to the AstraZeneca product information
sheet.[26]

Capillary leak syndrome (CLS). Very rare cases of CLS have been reported in the first days
after vaccination with the AstraZeneca vaccine. A history of CLS was apparent in some of
these cases. Fatal outcome has been reported.[18] Both the UK's MHRA and the EMA's PRAC
recommend that people with a history of CLS should not receive the vaccine.[27, 28] On 10
June 2021, PRAC recommended that CLS be added as an adverse reaction for the
AstraZeneca vaccine.

Several countries have restricted the use of the AstraZeneca vaccine in different age groups,
including Australia, Canada, Germany and the UK.[29-32]

a. In Australia, the Australian Technical Advisory Group on Immunisation (ATAGI) has
provided guidance about the risk-benefit for the AstraZeneca vaccine by age group.
In a large outbreak, ATAGI advises that the benefits of the AstraZeneca vaccine are
greater than the risk of rare side effects for all age groups. Where background risk of
COVID-19 exposure and disease is low, AstraZeneca vaccine is recommended only for
people aged 60 and over. However, anyone aged 18 to 59 years can choose to receive
the AstraZeneca vaccine either following discussion with a qualified health
professional, or if they provide verbal or written consent. Most people have their
second dose 12 weeks after their first, but ATAGI recommends 4 to 8 weeks between
the first and second doses in an outbreak so maximal protection against COVID-19
can be achieved earlier.[23]

b. In Canada, the National Advisory Committee on Immunisation recommends the
AstraZeneca vaccine for individuals 30 years of age and older who do not wish to wait
for an mRNA vaccine, expanded from its previous guidance of a higher age limit of 55
years because of concerns over TTS.[31]

c. Inthe UK, MHRA recommend adults aged 18-39 years with no underlying health
conditions are offered an alternative to the Oxford-AstraZeneca vaccine, if this does
not cause delays in having the vaccine.
This advice should be considered as part of the Decision to Use Framework and alongside policy
considerations on the sequencing of the COVID-19 Vaccine and Immunisation Programme.

Page 4 of 9



MINISTRY OF

HEALTH

MANATU HAUORA

Recommendations

19. CV TAG met on 19 October to discuss use of the AstraZeneca COVID-19 vaccine, noting
the information provided in the Pfizer vaccine Data Sheet.

20. CV TAG noted that:

a.

The contraindications for the AstraZeneca vaccine are:[18]

i. Hypersensitivity to the active substance or to any of the excipients.
ii. Patients who have experienced major venous and/or arterial thrombosis with
thrombocytopenia following vaccination with any COVID-19 vaccine.
iii. Individuals who have previously experienced episodes of capillary leak
syndrome.

COVID-19 disease is associated with many complications including the development
of blood clots. Administration of the AstraZeneca vaccine is rarely associated with
thrombosis and thrombosis with thrombocytopaenia syndrome (TTS). TTS has a
higher incidence among younger populations which is important to be aware of,
however the risk is much less common than thrombotic complications from the
COVID-19 disease itself.

In general, the Pfizer vaccine offers a higher level of protection than the AstraZeneca
vaccine. The efficacy of the AstraZeneca vaccine against symptomatic, laboratory
confirmed COVID-19 at least 14 days after two standard doses, with 4-to-12-week
intervals, was 63.1% (95%Cl: 51.8-71.1)[3], compared to 95% (95%Cl: 90.3-97.6) for the
Pfizer vaccine.[33] However the AstraZeneca vaccine still provides high protection and
efficacy against infection, disease, and death.

Data are still emerging on the safety and efficacy of heterologous (“mixed dose”)
vaccine schedules from approved vaccines in New Zealand. Initial results show that
mixed schedules of the Pfizer vaccine with the AstraZeneca vaccine (for example, one
dose of AstraZeneca followed some weeks later by one dose of Pfizer) is associated
with an acceptable reactogenicity profile and generates levels of anti-spike
neutralising antibody equivalent or greater than those associated with high levels of
protection in primary efficacy trials.[34-36] In the UK COM-COV study, participants
were randomised to a first dose of Pfizer with a second dose of AstraZeneca 4-weeks
later. Antibody responses were inferior to two doses of Pfizer/BioNTech
(homologous).[36] The relevance of this to clinical effectiveness is unknown, though
the vaccine schedule was still considered to provide protection.

Data on safety and efficacy of the AstraZeneca vaccine in people aged less than 18
years and old and in pregnant women, or women who became pregnant after
receiving the vaccine, are limited. Medsafe consider available data insufficient to
assess risk-benefit in people aged less than 18 years old or pregnant women.[18]
The AstraZeneca vaccine is included as part of the ComFIuCOV study looking at the
safety and immunogenicity of concomitant administration of AstraZeneca or Pfizer
COVID-19 vaccines with three different seasonal influenza vaccines in adults. Most
reactions were mild to moderate, with local and unsolicited systemic reactions similar
between randomised groups. No significant difference was observed regardless of
whether the shots were given on the same day or 3-4 weeks apart.[37]
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21. CV TAG recommends that:

a.

The COVID-19 Vaccine Immunisation Programme use the AstraZeneca vaccine as a
second-line vaccine, with Pfizer remaining the first-line and preferred vaccine.

Use of the AstraZeneca vaccine be restricted to people who have a contraindication to
the Pfizer vaccine, or people who would prefer to get the AstraZeneca vaccine and are
currently under a Vaccination Order, or who are unvaccinated or incompletely
vaccinated and hesitant about getting the Pfizer vaccine.

Within the groups outlined in 21)b, the AstraZeneca vaccine be made available to the
following eligible groups:
i. People aged 60 years and over without contraindications.

ii. People aged 18 to 59 without contraindications and who prefer to receive the
AstraZeneca vaccine after discussion with a qualified health professional.

There is currently insufficient data on the AstraZeneca COVID-19 vaccine to
recommended it during pregnancy. Use in pregnancy should be based on an
assessment of benefits and risks by the consumer and their healthcare professional.

With regard to timing:

i. two doses of the AstraZeneca vaccine, given 4 to 12 weeks apart, are necessary
to be considered fully vaccinated.

ii. a shorter interval of more than 4 to less than 8 weeks between the first and
second doses is recommended in an outbreak to provide earlier protection.

iii. administration of the AstraZeneca vaccine as a second dose should occur at least
28 days after the most recent dose of another COVID-19 vaccine.

iv. there be no upper limit on time since the last dose.

v. the AstraZeneca vaccine may be administered before, after, or at the same time
as the influenza, MMR, HPV, diphtheria/tetanus/pertussis combination vaccine
(Boostrix), and other vaccines. The only exception to this advice is for the live-
attenuated shingles vaccine (Zostavax) where a 7-day interval, before or after
administering the AstraZeneca vaccine is advised.

22. CV TAG will continue to monitor the evidence and will update their recommendations as
data become available.

/aA GTm_J-’\

e

Dr lan Town

Chief Science Advisor and

Chair of the COVID-19 Vaccine Technical Advisory Group
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Memo

Temporary Medical Exemptions for the COVID-19 Vaccine: COVID-19
Vaccine Technical Advisory Group (CV TAG) recommendations

Date: 3 November 2021

To: Dr Juliet Rumball-Smith, General Manager Clinical Quality & Safety, COVID-19
Vaccine Immunisation Programme (CVIP)

Joanne Gibbs, Director of National Operations, CVIP

From: Dr lan Town, Chief Science Advisor, Ministry of Health

For your: Consideration

Purpose of report

1. To outline the COVID-19 Vaccine Technical Advisory Group’s (CV TAG) recommendations on
the clinical criteria for medical exemptions to the first or second dose of the Pfizer COVID-19
vaccine.

Background and context

2. COVID-19 Vaccine Certificates (CVCs) are an important potential tool to help support the
broader public health response to COVID-19, being particularly important in settings where there
is greater risk of community transmission. In this context, CVCs, either in paper form or the digital
equivalent, will allow people to demonstrate that they have been fully vaccinated or are medically
exempt from vaccination for a defined period.

3. Evidence of medical exemption for vaccination is also important for people who are
mandated to be vaccinated in certain roles due to their employment, such as border workers,
teachers, healthcare workers, and employees of businesses where CVCs are mandatory.

4. To date, the Pfizer COVID-19 vaccine has shown an excellent safety and efficacy profile[1] and
is recommended for all New Zealanders 12 years of age and over.[2]

5. The only contraindication to the Pfizer vaccine is hypersensitivity to the active substance or to
any of the excipients, for example anaphylaxis to a vaccine component, such as polyethylene
glycol (PEG).[3] Such reactions are rare and, even people with this history can usually receive the
Pfizer vaccine after specialist assessment under supervision.[3]

6. Well-defined clinical criteria for a temporary medical exemption from full vaccination are
needed for both the health professionals who will be asked to provide the exemption and for the
people applying for an exemption, especially where CVCs are mandatory.
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Medical Exemptions

7. Overall, the number of people in New Zealand estimated to be eligible for a medical
exemption is expected to be small, and includes those who may be waiting for an alternative
vaccine for their second dose, for example due to an adverse reaction following the first dose of
the Pfizer vaccine.

8. The Australian Technical Advisory Group on Immunisation (ATAGI) have released guidance on
medical exemptions.[4] ATAGI states that “Vaccinations may reasonably be temporarily deferred for
individuals with some acute major medical conditions (e.g. undergoing major surgery or hospital
admission for a serious illness). Typically, these are time-limited conditions (or the medical
treatment for them is time limited) and therefore temporary exemptions are considered appropriate.
These exemptions are only to be given where a suitable alternative COVID-19 vaccine is not readily
available for the individual." Furthermore, the ATAGI guidance recommends a maximum duration
of 6 months, with review as the individual recovers from their acute major medical illness.

First dose

9. The Pfizer data sheet provided to Medsafe documents the following contraindications only:
‘Hypersensitivity to the active substance or to any of the excipients’.[5] PEG is an excipient in the
vaccine that is potentially associated with hypersensitivity reactions, but these are rare.[3, 6] It is
possible for the Pfizer vaccine to be successfully administered despite a history of PEG allergy.[7]

10. It is difficult to estimate the number of people affected by these contraindications, due in part
to the rarity of the events. However, the incidence of anaphylaxis following administration of the
Pfizer vaccine is estimated at 8 cases per million doses administered in the US.[3] The current
reporting rate for anaphylaxis (reports meeting levels 1-3 of the Brighton Collaboration case
definition) in New Zealand is approximately 11 per million doses administered.[8]

11. Fewer people should request a medical exemption to the first dose of the Pfizer vaccine when
a second class of vaccine becomes available, such as a vector-based vaccine (Janssen or
AstraZeneca) for the population aged 18 and over.

Second dose

12. Myocarditis and/or pericarditis is a known rare side effect of the Pfizer vaccine and such
events occurring after the first Pfizer dose may provide the basis for an exemption to the second
dose.

13. Other adverse events that have been reported to the Centre for Adverse Reactions
Monitoring (CARM), the Immunisation Advisory Centre (IMAC), or have been observed
internationally[9] include: shingles, appendicitis, lymphadenopathy with or without fever,
exacerbation of myalgic encephalomyelitis/chronic fatigue syndrome (ME/CFS), regional pain
syndrome, and neurological events with localised arm pain. These events may or may not be
related to the vaccine and it is generally advised to defer the second dose until the symptoms
have fully resolved.

14. The number of people with medical exemptions to the second dose of the Pfizer vaccine
should also decrease in size when a second class of vaccine becomes available, such as a vector-
based vaccine (Janssen or AstraZeneca) for the population aged 18 and over.
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Proposed principles of medical exemption

15. There are very few situations where a vaccine is contraindicated and, as such, a medical
exemption is expected to be rarely required.

16. Vaccinations may reasonably be temporarily deferred for individuals with some acute major
medical conditions, such undergoing major surgery or hospital admission for a serious illness.
Typically, these conditions are considered time-limited, and therefore a temporary exemption is
considered appropriate.

17. Exemptions are only to be given where a suitable alternative COVID-19 vaccine is not readily
available for the individual.

18. Exemptions should be for a specified time, reflecting, for example, recovery from clinical
conditions or the availability of alternate vaccines.

19. It is likely that most people who are not medically exempt can be safely vaccinated with extra
precautions.

Recommendations

20. CV TAG recommends that the clinical criteria given in Table 1 below be used as the basis for
temporary exemptions:

Table 1 Criteria for temporary COVID-19 vaccine exemption

Type of vaccine Criteria for temporary exemption

1. | Pfizer 1. Anaphylaxis to the first dose of the vaccine or
known severe allergy to the excipients of the
vaccine as per the datasheet provided to
Medsafe.®®

2. Myocarditis/pericarditis following the first dose
of the vaccine.

2. | mRNA COVID-19 vaccine 1. Inflammatory cardiac iliness within the past 6
e.g. Pfizer, Moderna months including: myocarditis, pericarditis,
endocarditis, acute rheumatic fever or acute
rheumatic heart disease (i.e., with active
myocardial inflammation).

2. Acute decompensated heart failure. Although
myocarditis and/or pericarditis is very rare
following vaccination, if such an event were to
occur, then it may exacerbate a patient’s pre-
existing heart failure.

3. | All COVID-19 vaccines 1. PCR-confirmed SARS-CoV-2 infection until
complete recovery from the acute illness. Chronic
symptoms following COVID-19 ("Long COVID") is
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not a contraindication to COVID-19 vaccine but
does warrant a clinical discussion with the patient
regarding the benefits and risks.

2. Serious adverse event® attributed to a previous
dose of the same COVID-19 vaccine with no
other cause identified.

3. Unable to tolerate vaccine administration with
resulting risk to themselves or others (e.g., due to
severe neurodevelopmental condition such as
autistic spectrum disorder). This may warrant a
temporary exemption while additional resources
and support to facilitate a safe administration of
a second dose are arranged.

Notes for table above:

a.

This criterion will be removed as an exemption when there is an alternative vaccine
available in New Zealand.

Many of these individuals will be able to be safely vaccinated in a controlled
environment, and we recommend clinical immunologist/specialist assessment.

An adverse event is considered serious for the purposes of these criteria’ if it:
i) requires in-patient hospitalisation or prolongation of existing hospitalisation OR
results in persistent or significant disability/ incapacity.

AND
i) has been reported to CARM.

AND

iii) has been determined following review by, and/or on the opinion of, a relevant
medical specialist to be associated with a risk of recurrence of the serious adverse
event if another dose of the same vaccine is given.

Note that if a serious adverse event to a previous dose of a COVID-19 vaccine is
used as a reason for the exemption, then this may require discussion with a suitably
qualified health professional, such as a Medical Doctor or Nurse Practitioner, who is
registered with the relevant responsible authority, and holds a current Annual
Practising Certificate (APC) issued by that authority.

21. The CV TAG also recommends:

a.

Those who are confirmed as having a non-placebo vaccine in any COVID-19 vaccine
trial in New Zealand (for example, the Valneva COVID-19 vaccine trial NCT04956224)
should be offered a temporary exemption. Note that this exemption does not equate

T Examples of serious AEFIs may include but are not limited to: a medically significant iliness (e.g., immune thrombocytopenia
purpura (ITP), myocarditis, potentially life-threatening events (e.g., anaphylaxis), severe ME/CFS, or persistent or significant
disability (e.g., Guillain-Barré Syndrome). These reactions do not include common expected local or systemic reactions known
to occur within the first few days after vaccination.
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to determining them to be adequately vaccinated for the purposes of a CVC or
fulfilment of the Vaccination Order.

b. A maximum duration of 6 months for the exemption, with the ability to apply for a
new exemption if required. This time limitation will allow individuals who can safely be
vaccinated, with either the same vaccine or an alternative vaccine, as appropriate, to
be protected against COVID-19 in a timely way.

c. Those who are not medically exempt include the following:

i. People who had an otherwise negative experience that is not mentioned above,
with other vaccines in the past.

ii. People with disabilities, once adequate resources are available to support safe
delivery. People with disabilities are generally at higher risk from COVID-19, and
therefore are a priority for vaccination.

iii. Pregnant people. Pregnancy is not a valid reason for exemption in the absence of
any of the criteria listed in the above table. Pregnancy is associated with higher
risk from COVID-19 compared to the general population and therefore this group
are a priority for vaccination.

22. CV TAG will continue to monitor all relevant information and will update their
recommendations as further evidence becomes available.

/a,\ CTM

—

Dr lan Town

Chief Science Advisor and Chair of the COVID-19 Vaccine Technical Advisory Group
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