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Minister of Defence 

COVID-19 VACCINES RECOGNISED UNDER NEW ZEALAND LEGAL ORDER 

Purpose 

Headquarters 
New Zealand Defence Force 
Defence House 
Private Bag 39997 
Wellington Mail Centre 
Lower Hutt 5045 
NEW ZEALAND 

NTM 2021-301 

tt September 2021 

1. The purpose ofthis Note is to recommend your endorsement of a briefing paper from 
the Ministry of Health to Han Chris Hipkins proposing a change to the current COVID-19 
Public Health Response (Vaccinations} Order 2021 that would recognise vaccines other than 
the Pfizer/BioNTech vaccine as being compliant with the Order for work at the Border. This 
would broaden the group of COVID-19 vaccines allowable for work at the Border and would 
enable New Zealand Defence Force (NZDF} personnel who are effectively immunised 
offshore to safely work as part of the New Zealand border response. 

Current Situation 

2. The current COVID-19 Public Health Response (Vaccinations} Order 2021 (Vaccinations 
Order}, defines vaccinated status as having received two injections ofthe Pfizer/BioNTech 
vaccine. This restricts compliance of affected persons under the order to the single brand of 
approved vaccine for work at the Border. 

3. A consequence of this is that NZDF personnel vaccinated overseas with vaccines other 
than Pfizer/BioNTech, are, on return to New Zealand, unable to work at any border location 
(including NZDF designated international airbases} in exposure roles. 

Ministry of Health Briefing Paper 

4. A briefing paper from the Ministry of Health to Han Chris Hipkins, Minister for COVID-
19 Response, proposes a change to recognise selected offshore vaccines in addition to 
Pfizer/BioNTech as being compliant with the Order for work at the border. This proposal will 
enable NZDF personnel who are effectively immunised offshore to safely work as part of the 
New Zealand border response. A copy of the briefing paper is enclosed. 

NZDF Offshore Vaccination Protocols 

5. To date, 199 NZDF uniformed personnel have received a vaccine offshore. 
Approximately 44 have received the Pfizer/BioNTech vaccine and the rest a mix of Moderna, 
AstraZeneca and Janssen vaccinations. 

6. Prior to approving access to any vaccination NZDF medical practitioners (doctors} 
through the Chief Medical Officer, assess the safety and efficacy of the vaccine on offer in a 
host nation as well as the compliance, safety and standard of the health system providing 
the vaccinations. In each case vaccine safety approvals by Medsafe equivalent authorities 
are sought. 

7. Prior to receiving a vaccine each NZDF person discusses their specific situation with an 
NZDF doctor. They are provided with set information requirements that they are required to 
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satisfy when going through the vaccination process and documentation of each vaccination 
is entered into their New Zealand based medical records. 

8. NZDF Health has very high confidence that NZDF offshore personnel who have been 
supported through a vaccine access process have had a safe, effective vaccine, with 
assessment of this safety and effectiveness comparable to the NZ domestic COVID-19 
immunisation system. 

9. It is not clinically sound to re-vaccinate personnel solely for the purposes of meeting a 
named vaccine order. The NZDF considers that personnel vaccinated through its offshore 
facilitated programme with two doses of an equivalent approved vaccine, are effectively 
immunised for the purposes of higher exposure risk border work. Those personnel who have 
had only a single dose of any vaccine are offered a booster dose on return to New Zealand to 
complete a two dose course. 

10. The Ministry of Health briefing paper will meet NZDF concerns with respect to legal 
compliance of personnel who have received vaccinations off shore with vaccines other than 
the Pfizer/BioNTech vaccine. 

Recommendations 

11. It is recommended that the Minister: 

a. Endorse the proposed amendments to the COVID-19 Public Health Response 
(Vaccinations) Order 2021 that will recognise additional named offshore 
vaccinations as meeting the intent of the Order. 

~· 
Chief of Defence Force 

Enclosure 

1. MoH Briefing Paper Proposed approach to COVID19 vaccines that New Zealand 
recognises for work at the Border dated 27 September 2021. 
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Proposed approach to COVID-19 vaccines 

that New Zealand recognises for work at 

the Border 
Security level: IN CONFIDENCE Date: 27 September 2021 

To: Hon Chris Hipkins, Minister for COVID-19 Response 

Purpose of report 

1. This report: 

a) seeks your agreement to key policy decisions for the second amendment to the 
COVID-19 Public Health Response (Vaccinations) Order 2021 (Vaccinations Order), 
specifically the proposed approach to COVID-19 vaccines that New Zealand 
recognises for work at the Border 

b) provides advice on the process for the catalogue of COVID-19 vaccine standards 
agreed for certain purposes (e.g. Border work or people arriving into New Zealand). 

2. This report discloses all relevant information and implications known at the time. 

Summary 

3. The Vaccinations Order requires certain work at the New Zealand Border to only be 
undertaken by vaccinated workers due to the risk that these workers, in the course of 
their work activities, may be exposed to and transmit the COVID-19 virus. 

4. As part of the wider context for potential changes to the Vaccinations Order, two judicial 
review proceedings have been instigated in the High Court in relation to the lawfulness 
of requirements within the Order, which may require urgent actions and/or amendment 
to address any findings. 

5. The Vaccinations Order is contributing to workforce capacity issues because it does not 
recognise people vaccinated overseas with a partial or full course of COVID-19 vaccines 
other than the Pfizer/BioNTech vaccine. 

6. The COVID-19 Vaccine Science and Technical Advisory Group (CV-TAG) has reviewed 
COVID-19 vaccines currently recognised by Medsafe and/or a Medsafe recognised 
authority (i.e. Pfizer, Moderna, AstraZeneca and Janssen). Generally, these COVID-19 
vaccines appear to have sufficiently high efficacy and effectiveness against symptomatic 
infection after the full course, except for the single-dose Janssen. 

7. To broaden the group of COVID-19 vaccines allowable for work at the Border, we 
propose an overall approach that includes COVID-19 vaccines recognised by Medsafe 
and/or a Medsafe recognised authority. Additionally, we propose a further dose of the 
Pfizer/BioNTech vaccine for Border workers who have not received a full course of a 
recognised COVID-19 vaccine to ensure they have a sufficient level of immunity for high­
risk work. 
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8. CV-TAG recommends a further dose of the Pfizer/BioNTech vaccine for Border workers 
who have received one dose of the Janssen vaccine. This recommendation addresses 
concerns about whether the Janssen vaccine would provide sufficient protection for 
high-risk work at the Border, especially given the lack of data in relation to the Delta 
variant. 

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

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

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

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

Recommendations 

We recommend you: 

a) 

b) 

Agree that the overall approach underpinning the COVID-19 Public Health 
Response (Vaccinations) Order 2021 recognises COVID-19 vaccines that are: 

• fully approved or provisionally approved by Medsafe; and/or 
• fully approved, provisionally approved and/or authorised for 

emergency use by Medsafe recognised authorities 

Agree to the COVID-19 Vaccine Science and Technical Advisory Group's 
further recommendations that an additional dose of Comirnaty 
(Pfizer/BioNTech) vaccine is necessary if a Border worker has: 

1. an incomplete vaccination with a vaccine recognised by Medsafe or a 
Medsafe recognised authority 
or 

Yes/No 

Yes/No 

ii. received a partial or complete course of vaccination with a COVID- 19 Yes/No 
vaccine not recognised by Medsafe or a Medsafe recognised 
authority 

Briefing: HR20212018 
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c) Note the COVID-19 Vaccine Science and Technical Advisory Group's advice 
for the single-dose Janssen vaccine was that: 

• there is evidence it provides a high level of protection against 
moderate to serious disease 

• some evidence suggests it may not be as effective against infection, 
which may pose a greater risk for work at the Border 

• there is a lack of data about the effectiveness against the Delta variant 
• a full course of the Janssen vaccine alone will not provide a sufficient 

level of protection for high-risk work at the Border and a further dose 
of the Comirnaty (Pfizer/BioNTech) vaccine is necessary 

d) Agree that if you agree to recommendation (a) and COVID-19 Vaccine Science Yes/No 
and Technical Advisory Group's advice in recommendation (c), then the 
following COVID-19 vaccines would be recognised for work at the Border: 

• Comirnaty (Pfizer/BioNTech) 
• AstraZeneca 
• Moderna 

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

f) Agree to also recognise the single-dose Janssen vaccine for specified Border Yes/No 
workers who are hesitant to receive the primary vaccine available, followed by 
a second dose of the Janssen vaccine if recommended by the COVID-19 
Vaccine Science and Technical Advisory Group, which would enable them to 
fulfil obligations under the COVID-19 Public Health Response (Vaccinations) 
Order 2021. 

Dr Ashley Bloomfield 

Te Tumu Whakarae mote Hauora 

Director-General of Health 

Date: 
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Hon Chris Hipkins 

Minister for COVID-19 Response 

Date: 
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Next amendment to the COVID-19 Public 
Health Response (Vaccinations) Order 2021 
Background 

13. On 1 May 2021, the Vaccinations Order came into force, which requires certain work at 
the New Zealand Border (the Border) to only be undertaken by vaccinated workers. This 
is due to the risk that these workers, in the course of their work activities, may be 
exposed to and transmit the COVID-19 virus. 

14. A person conducting a business or undertakings (PCBUs) and groups of workers were 
covered by the Vaccinations Order in two separate tranches, with the most recent 
tranche commencing on 15 July 2021. The groups required to be vaccinated include 
workers: 

a. at managed isolation and quarantine facilities (MIQFs) 

b. at airside area of affected airports and some other high-risk areas at airports 

c. at affected ports 

d. at accommodation services where specified aircrew members are self-isolating 

e. who handle items removed from the affected places listed above and touch affected 
items while undertaking work for a relevant PCBU that is contracted to provide 
regular services for MIQFs, an affected aircraft, or an affected ship (for example, 
cleaning, laundering, or refuse disposal services). 

Judicial review proceeding underway in relation to the Vaccinations Order 

15. As part of the wider context for potential changes to the Vaccinations Order, two judicial 
review proceedings have been instigated in the High Court. One of these proceedings 
will be heard together under urgency on 22 September 2021. Both proceedings raise a 
number of allegations challenging the lawfulness of the Vaccinations Orders\ 

16. If the hearing on 22 September occurs, it is likely a judgment will be made before the 
end of the month. It is possible, though we consider unlikely, that the Court will find the 
Vaccination Order unlawful. Also, it may be that new issues with the Vaccination Order 
may come to light at the hearing or out of the judgment. If either of these possibilities 
happen, then urgent action and/or amendment for the Vaccination Order may be 
necessary. The second proceeding does not yet have a hearing date. 

1 Two of these allegations relate to whether it was irrational (and therefore unlawful) for the Minister to be satisfied that the Vaccination 

Order: a) is a justified limit on the rights and freedoms of affected workers under the New Zealand Bill of Rights Act 1990; and b) is 

appropriate to achieve the purpose oft he COVID-19 Public Health Response Act 2020. The second proceeding raises a !legations around 

the safety and effectiveness of the Pfizer COVID-19 vaccine. It is likely if other COVID-19 vaccines are recognised within the Vaccination 

Order that the second proceeding will expand to challenge the safety and effectiveness of those other COVID-19 vaccines. 

Briefing: HR20212018 
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The Vaccinations Order is limited in the COVID-19 vaccines recognised for Border work, 
which is contributing to workforce capacity issues 

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

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

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

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

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

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

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

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

Proposals 

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

We propose an overall approach that includes COV/0-19 vaccines recognised by fV/edsafe or a Medsafe 

recognised authority 

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

Briefing: HR20212018 
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Medsafe-recognised authorities2• These authorities include medicines regulators with 
similarly stringent approaches to approvals (e.g. European Medicines Authority). The list 
of COVID-19 vaccines recognised currently includes Pfizer/BioNTech, Moderna, 
AstraZeneca and Janssen. 

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

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

a) an incomplete vaccination with a vaccine recognised by Medsafe or a Medsafe 
recognised authority, or 

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

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

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

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

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

Analysis of proposals 

COVID-19 vaccines recognised by Medsafe or a Medsafe recognised authority 

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

2 Medsafe recognised authorities are the Austral ian Therapeutic Goods Administration (TGA), United States Food and Drug Administration 

(FDA), Health Products and Food Branch of Health Canada, Medicines and Healthcare products Regulatory Agency (MHRA), in the United 

Kingdom, European Medicines Agency (EMA) (centralised procedure only), and EU member states (decentralised or mutual recognition 

procedure only). For practicality, we suggest not including EU member states (decentralised or mutual recognition procedure only) 

because all new vaccines approved in EU only go through centralised process. 

Briefing: HR20212018 
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29. Medsafe is New Zealand's medicines regulator and is responsible for approving suitable 
COVID-19 vaccines for use in New Zealand. As such, we consider that Medsafe's 
assessments provide a minimum standard in New Zealand for the level of expected 
efficacy, safety and quality for COVID-19 vaccines. 

30. Medsafe considers that a number of other authorities have robust approval processes 
and conduct thorough assessments of applications for new medicines. They follow 
similar international standards and guidelines in their assessments to Medsafe3• 

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

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

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

A further dose of Pfizer/BioNTech 

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

Offering the Janssen vaccine 

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

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

3 We acknowledge that the World Health Organization (WHO) provides a list of COVID-19 vaccines for emergency use, which allows 

countries to expedite their own regulatory approval to import and administer COVID-19 vaccines. However, WHO's focus differs in that it 

aims to protect global health through rapid access to medicines, vaccines and diagnostics in an emergency rather than providing 

sufficient protection for high-risk work at the Border. 
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37. As some hesitant Border workers may remain otherwise unvaccinated if not given the 
option to receive the Janssen vaccine, there are several risks to consider: 

a) Government continues to focus on maximising uptake of COVID-19 vaccines in 
New Zealand to preventtransmission of the COVID-19 virus, supporting the COVID-
19 Elimination Strategy. If these specific Border workers remain unvaccinated, then 
this could to some degree affect whether New Zealand will be able to prevent 
transmission of COVID-19 within the country's border. 

b) If these workers remain unvaccinated, then this could contribute to workforce 
capacity issues at the Border. These Border workers may need to take leave or 
cease working if employers and/or PCBUs cannot redeploy them to undertake 
lower risk work. 

c) Some of these unvaccinated Border workers may continue to undertake high-risk 
work if they have received an economic exemption. Unvaccinated Border workers 
could affect whether transmission of COVID-19 permeates the New Zealander 
Border. 

38. Risks associated with Border workers who may remain unvaccinated should be 
considered alongside the risks signalled by CV-TAG in relation to the suitability of the 
single-dose Janssen vaccine for protection at the Border. 

39. 

40. CV-TAG continues to monitor all relevant information for COVID-19 vaccines and can 
provide further recommendations about a second dose of the Janssen vaccine as further 
evidence becomes available. 

New Zealand Bill of Rights Act 1990 implications 

41. We do not consider that the impact of the proposed changes will have any implications 
in relation to obligations under the New Zealand Bill of Rights Act 1990. This is mainly 
due to the fact that the proposed changes do not change the coverage of Border 
workers included within the Vaccinations Order. 

42. There is the potential that some Border workers may benefit from, where possible, 
greater choice of COVID-19 vaccines that will allow them to meet their obligations under 
the Vaccinations Order. 

Implementation 

Record of overseas vaccinations 

43. If a COVID-19 vaccine is administered overseas, there is a way to manually load these 
records into the COVID-19 Immunisation Register (CIR) and then link the records to the 
workers records in the Border Workforce Testing Register (BWTR). PCBUs can access the 
register to update worker details and confirm whether the worker is vaccinated. 

Briefing: HR20212018 
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44. However, there are a few challenges still to work through to enable implementation, 
specifically: 

a) clear guidance to District Health Boards on how to undertake the manual process 

b) there is no established way in New Zealand to verify the authenticity of overseas 
COVID-19 vaccination documents. 

45. Any process to validate COVID-19 vaccinations from overseas would likely need to 
consider how to prove that the vaccination occurred, and that the COVID-19 vaccine is 
authentic. Both these issues would require further work. 

46. As part of the Reconnecting New Zealand strategy, several agencies are investigating 
how to develop a system to recognise traveller health declarations, but the system will 
not be in place until later this year. Until international standards for COVID-19 
vaccination certificates are adopted more widely, variability will present significant 
challenges for checking and verifying vaccination statuses of international travellers into 
New Zealand (DPMC-2021/22-251 refers). 

47. However, we note that NZDF is able to verify the vaccines types and courses that their 
personnel have had administered overseas, since vaccination details are recorded in the 
patients clinical record (which is internal within NZDF's health system). The Chief Medical 
Officer has confidence in NZDF's system for advising and recording immunisation of 
personnel. 

48. If you agree to recognise COVID-19 vaccines administered overseas, further work will be 
necessary with Border worker agencies to enable this to occur in practice. This would 
likely take a minimum of three weeks, especially given the lack of an established way to 
validate the authenticity of evidence provided by Border workers to prove vaccination 
status. 

Process for the catalogue of COVID-19 vaccine standards agreed for certain purposes 

49. The Ministry will record any vaccine standards you agree in a centralised compendium 
for easy access, and this will include information about: 

a) the purpose associated with the vaccine standard (e.g. ensure sufficient protection 
for Border workers) 

b) the relevant list COVID-19 vaccines. 

50. We will investigate the most suitable way manage and make use of the list in practice. 

Pfizer/BioNTech vaccine use beyond Medsafe approved advices 

51. To fulfil CV-TAG's recommendations (see paras 24 and 25), COVID-19 vaccinators would 
require the authority to legally administer a further dose of the Pfizer/BioNTech vaccine 
for Border workers in certain circumstances. 

52. COVID- 19 vaccinators administering a further dose of the Pfizer/BioNTech vaccine would 
go beyond the Medsafe approved dosing advice. Section 25 of the Medicines Act 1981 
would enable some COVID-19 vaccinators, known as authorised prescribers, to legally 
administer a further dose of the Pfizer/BioNTech vaccine. However, the use of authorised 
prescribers narrows the group of COVID-19 vaccinators for this purpose t (e.g. nurse 
practitioners; other health practitioners and designated prescribers). 

Briefing: HR20212018 
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53. Actions would be necessary to ensure a coordinated approach to providing further 
doses of the Pfizer/BioNTech vaccine to Border workers in certain circumstances. 

Equity 

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

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

56. Border workers, including people working at MIQFs, are at the frontline of the pandemic 
and therefore at the highest risk of being infected. For workers who are not yet 
vaccinated, proposed amendments would broaden the group of COVID-19 recognised 
for work at the Border and potentially encourage uptake overall. This impact may lower 
the risk of infection for these workers and the risk of transmission to communities of 
people that these workers ordinarily interact with including place, ethnicity, faith and 
age-based communities. In April2021 the COVID-19 Science and Insights Group 
estimated the current border workforce demographics using testing and vaccination 
data. This indicates that: 

a) there was a high proportion of people identified as Asian and Pacific Peoples 
working in managed isolation facilities and affected airports 

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

c) most MIQF workers are aged between the ages of 20 and 24, while airport workers' 
age is distributed more flatly 

d) since the beginning of the pandemic, the proportion of border workers who live in 
more socioeconomically deprived areas has been trending upwards 

57. These estimated workforce demographics do not include port workers. 

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

Next steps 

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

Stage 

Minister agrees policy decisions 

Briefing: HR20212018 
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Indicative timeframe pwner 

Friday 1 October Minister's Office 
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Drafting instructions to PCO Wednesday 6 October MoH Legal 

PCO provide finalised draft amendment Wednesday 13 October PCO 

Briefing internal sign-out Wednesday 13 October MoH Policy 

Briefing and draft amendment Order Thursday 14 October- Minister's Office 
to Minister's Office to support Wednesday 20 October (5 days for 
ministerial consultation consultation) 

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

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

Final Amendment Order and Briefing 
Wednesday 27 October 

MoH Policy 
sent to the Minister 

Minister of COVID-19 Response signs Thursday 28 October Minister's Office 
Order 

PCO gazette Order Friday 29 October by Spm PCO 

Amendment comes into force Sunday 31 October at 11 :59pm 

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

61. We seek your permission for the interagency engagement group to communicate the 
changes to vaccination requirements at a high-level with key stakeholders. This action 
will enable us to circulate key messages to manage expectations about the changes. 

Briefing: HR20212018 
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Appendix One: Options consid.,red for COVID-19 vaccines r.,cognised for work at th., Aotearoa/New Zealand Border 

Option 

Ooo 

rwo 

Dacription Practical implications• 

Vaccinations Order only At prtnnt indudes 
rtcognises Medsaf& fully ?fizer/BioNTtch. Jan515en 
o1pproved a provisicnelly and A5traZtnta wccine. 
approved COJID-19 \4cdnes. Ncwa\l.uc o.rrrtntly under 

assessm&nt by Meds.1fe. 

Yo1cOnations OrdN r~nises 
COVID-19 vac:Ones 

a) tullyapprcwed r;, 
provisionally approved by 
Medsafe;and/orfully 
approved, provisicnelly 
approved and/or 
authorised for emergency 
use by Medsafe 
recognised authorities 

b) fully approved o 
provisionally 1pprowd by 
Medsafe; and/or fully 
clpproved,prO\Iisiouly 
approved and/or 
authorised for emergency 
usebyMedsafe 
recognised authorities· 
With qualifications fa 
single-dose Janssen and 
non-recognised COVID· 
19vaccines lind 
1nccmplete V3Cdnations 
(recommend..d) , 

In addit on to Opt Eon O'le 
at present it now includes 
Moderna. No,tavax, SinOJac, 
CureVacand Sputnik are 
currentlyundtrrdhng 
reviewbyEMA 

Briefing: HR20212018 

Wellhing -Informed by evidence and/o: •~ce about harms and 
btntfits as usessed by Ntw Zealand standords. 

Minimises the risk rJ hulth, socia, and econcm charm 
especially fo: empiO)'ers. PCB Us. workers and brooder 
sod tty. 

Supports uptake of .t wider group of COVID-19 vacdnes 

Cot" 

limits grOJp ofCOVID-19vaccines to those with subiTIIUed 
applic.ations in New Zeol•nd. whid-1 may ;mpoct uptake 
generally 

-Informed by evidence .tnd/cr advice about hums and 
benefits as assessed by New Zealand and/o- similar 
S1.1ndards (for both opticns 2 and 2b). 

Minimises the risk cA health, social, and econc:mic harm, 
especially fa employers, PCBUs. wOOcers and brooder 
socitty(for both opticrlS 2a and 2b) 

Suppons uptake of a wider group of COVID·19 vaccines (fa 
both q:>tions 2a and 2b) 

c ... 
limits grcup of COVID-19 vaccines to those with submitted 
.tpplic.~~tions in New Zeal.md or to certain other regulatay 
authcrities, .,.,...i!h may imp.tct uptake generally (for both 
opt~ons 2a and 2b) 

12 

Equity 

.... 
Suppo-ts the promction of tqr.ritable he.lth cutccmes aaoss 
pubic and private employtrs. PCBUs and worltfi'S 

c ... 
M•y inaease he•lth cr other inequtties danesbcally and 
glcb1111y due to difrerentii!lacctss to COVID· 19 vacones 

Some PCB Us m•ybe more likely to need to recru1t 
woricers from owrsus who have rect~wd 11n excluded 
COVID-19v.acdne 

Some wcrkers wccinllted overseas may net be able to 
undertake work •t the Border because they rece~ved •n 
exduded COVID·19vaccine. 

.... 
Suppa1s the promotion of equitable heath cutccrnesaaoss 
pubhc and private employers, PCB.IJ.s and worl<ers (fa both 
q:>tions2a and2b) 

Generally, does not tnaease health a: other nequittes 
domestically and globally due to d•fferenttal access to COVID 
19 vaccines (fot both options 2aand 2bJ 

c.,. 
M.ty 1naease heath a (;(her tnequ•ttes domest ca y and 
glcb.tlly due to d fferent•al access to COVJO 19 vaccines lfor 
C91•on 2a en y) 

Some PCB Us may be more ltkely to need to recruit 
wcrkers frcm ~rseas who haw ttceived an excluded 
COVD·19vaccine 

Some walcers \1'3Conated OJerseas may not be able to 
undertake work at the Border because they received an 
exduded COV D· 19 vacone 

Legacy -Suppc:rts th• reaNery from the COVID-19 pandemic. induding the 
Oelt• V3riant 

Suppcrtslegitim.~cyby acting in the best interests of Ntw 
Ze.al11nders. 

Promotes continued trust in the COVID-19 response efforts. 

c ... 
legitirmcy and trust in the COVI0-19 response may be 
compromised because: 

eVIdence suggests th.at stngle-dose Janssen vaccine does noc 
prCMde suffident prctect•cn at the Border 

it does noc provide flelObility to adapt to dlanging domestic 
lind intematiaul circumstances. sum as 

-
o th• need to fin domestic rolu •t the Sader With 

pec:ple vaccin•ted omseas with .tn excluded 
COVI~ 19 vaccine. 

o that sufficient COVID-19 vaccines with no application 
submitted in New Zealand WOJid not be recognised 

Supports the recCNery from the COVID-19 p.andtmic. induding the 
Delta V3riant (fa both c:ptions 2a and 2b). 

Suppatslegitimacy by acting in the best Interests of New 
Ze11landers and promotes continued trust in the COVID-19 
respaue effO'ts (for both options 2a and 2b). 

CON 

legitimacy and trust in the COVI0-19 response may be 
compromised (fa optiO'l 2a only) because· 

eVIdence suggests that single-dose JClnssen vaccine does not 
prCNide suffident protectioo at the Border 

it does nC( fully provide flexibility to Cldapt to dlanging 
donestic and international ciro..mstances, such liS. 

o the need to hll domestic roles11t the Border wtth 
people vacdnated overseas with an exduded 
COVID·19vllccine. 

o there is no p11thway to be deemed ·vaccinated• for 
COVIf> 19 vaccines with no applic1tion submitted in 
New Zeahtnd a to certain regulatay authcrities 
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Vaccinations Order does net It would: 
recognise CCMD-19 v,ccints 
OChel"thln: 

~a) a full course of the 
Ptizer/BioNTech wccine; 

lb) ooe additiOI'Ial dose of 
the pfizer/BioNTech 
vacDne. 

Vacanat1ons Order does nat 
specifically reference COVID-
19vacx:inesatherthenthe 
Pfizer/BioNTechVlc:c:ine 

Instead, it recognises •nternal 
government agency processes 
used to advise government 
persoonel on sufficient 
COVID-19 vaccines (only 
~pP'ies to gov~rnment 
woril:en)_ 

Briefing: HR2021201B 

a) only recognise two 
doses of the 
Pfizer/BioNTech 
vaccine 

b) only recognise sat 
lent ooe dose of 

"'' Pfizer/BioNTech 
vaa::ine 

At present lndudes 
primarily Pfizer/B1oNTech. 
Jansstn.AstraZeneca and 
Modtma. Howe~r. there is 
the poSSibility ocher COVID-
19 vacOus where 
accessibility is limited. 

-Partly infonned by tvidMce and/or ad\olict a boot lwms and 
benefits as Ul!iesstd by New Zealand slandlrds (for beth 
cptions 3a and 3b). 

Partly minimises the risk of health, social, and eccnomic 
harm, especially for employers, PCB Us, wor\:ers and broodl!f" 
society (fa both option 3a and 3b~ 

c .... 
Not fuly informed by evidence and/a advice about the 
harms and benefits as assessed by New Zealand standards 
and/or similar standards (fa bach optia'IS 3a and 3b). 

Significantly limits gtQ.Ip ofCOVID-19vaccints, which may 
1mpact uptake generally(fo- beth options 3a and 3b). 

-Partly informed by evidtnce and/or ad!Jce about benefits as 
assessed by New Zealand standards and/CI' similar 
stand5rds. 

Minimises the risk rJ hulth, social, and econcmic harm, 
upecially fa emplo~rs. PCB Us, worlcers and broader 
society. 

Supports uptake of a wider group of CCNID-19 Vlccines. 

'"'" 
Not fuly informed by evidence and/cr advict about the 
harms and benefits as assessed by New ltaland standards 
and/or similar standards. 

c. ... 
May net support tht Pf"cmolioo of equitablt htalth ootcomes 
aaoss public and priV3te employers. PCBUs and wcrkers (for 
both qJtions 3a and 3b} 

May increase health 0' ocher inequities dc:rnestically and 
giC'ballydue to difftrtntial access to C0/10·19 vaccines (for 
both qJtions 3a and 3b): 

Some PCBUsmay be more likely to nttd to recruit 
wai<ers fran ov«Hn who have receiwd an excluded 
COII0-19vaa:int 

Some wakers vac:dnated cwerseas may not be able to 
undertake wak at the Bader becaust they received an 
exduded C0/10-19 VJccine. 

""'' Supports the promotion of equitable he1lth outccmes ooly 
aaoss public service tmployers, PCB Us ancl worlcers. ,.,.. 
Dots not s.Jppat tht prcmotion of equitable hta!lh outcomes 
4Q"OSS both public and private employers, PCB Us and woril:ers 

May increase health r;r other inequities dc:rnestically and 
giC'bally fa priVltt employers. PCB Us and worlctrs due to 
difftrenhal access to COVID·19 vaccines. noting· 

priVlte PC BUs may be mere ikely to need 10 recruit 
wcrl:ers frc:rn Ol'trMas who have receivtd an excluded 
COVID-19Vlcone 

private workers ViJCCIOated overseas m6y not be able to 
undertake wak at the Bader becauu thty received an 
exduded COIID·19 Vlccine 

-Partly supports tht rtroVeryfrom the COVID·19 p1ndemic. 
including the Delta variant (for bolh opttc:ns 3a and 3b). 

,.,, 
legitimacy and trust In the COVID-19 rtsponse may be 
compromised (fa both cptions 3iJ and 3b) btcause: 

...... 

evidence suggests thft single-doSit Jansstn vaccines does not 
prcMde sufficient protKtioo at the Bcrdtr 

it does not prQ\Iidt ftexibilrty to adapt to chang:ng domestic 
and international circumstances, !i.Jch as: 

o the nttd to fill domestic roles at the Border with 
peoplt vac:c:inattd overseas with"" txduded COIJQ-
19vac0n~t 

o there Is no pathw.1y to be deemed ~vaccinated· fa 
exdudtd COVID-19 vaa::ines. 

Suppcrtsthe recovery from the COVID-19pandemic.induding the 
Delta Vllriant. 

Suppcrts legitimacy by "(jing in the best interests of New 

Zealanders. 

Promotes cootinued trust in the COVID·19 response efforts 

'""' ltgitimacy and trun10 the COVID-19 response may be 
comprom1sed because 

evidence suggests that Single-dose Janssen vaccine does not 
provide sufficient protectioo at the Bcrder. 

there may not bt evidence that sc:rne rtco9f'lised COVID·19 
vaccines pro!Jde sufficient protectiO"' for Border work 

11 does not pro!Jde fttXJblhty to adapt to changing domestic 
and 1ntemat10nal orcumstances for private ,,..,oyer, PC8Us 
andwakers 

there may ~nconsistency 1n COVID-19 vaccines recognised 
across the publ1c employers PCB Us and worlc:ers. 
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Appendix Two: COVID-19 Vaccine Technical Advisory Group Advice -
COVID-19 vaccines recognised for work at the Aotearoa/New Zealand 
Border 

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

a) The Australian Therapeutic Goods Administration (TGA) 

b) The United States Food and Drug Administration (FDA) 

c) Health Products and Food Branch of Health Canada 

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

e) European Medicines Agency (EMA) (centralised procedure only) 

f) EU member states (decentralised or mutual recognition procedure only) 

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

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

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

Pfizer/BioNT ech AstraZeneca 

Against 
Efficacy 

symptomatic 95% (95%CI: 90.3- 63.1%(95%(1: 51.8-

COVID-19 97.6) > 7 days post 71.1) > 14 days post 2"d 

infection 2"d dose [8]. dose [15]. 

US trial : 76% (95%CI: 

68.0-82.0) from 15 

days post 2"d dose 

when given four weeks 

apart [16]. 

54.1% (95%CI: 44.7-

61.9) >14 days post 2"d 

doses [15]. 

Effectiveness 

94% (95%CI: 87 -98.0) Scotland: 88% (95%CI: 

against symptomatic 75-94) against 

infection [9] . hospitalisation 28-34 

85-95.3% > 7 days days post 1'1 dose [17]. 

post 2"d dose in 
UK: 80.4% (95%CI: 

Israel, UK and Italy 
36.4-94.5) against 

[9-13]. 
hospitalisation post 1st 

UK: 70% (95%CI: 62-
dose in the elderly 

77) reduction in 
[18]. 

transmission post 2"d 

dose [13] . 

Israel: -77% 

reduction among 

elderly post 2"d dose 

[14]. 

Delta 
Effectiveness against symptomatic infection: 

88% (95%CI : 85.3- UK: 67% (95%CI: 61.3-

90.1) against 71.8) against 

symptomatic Delta symptomatic Delta 

infection [24]. infection [24]. 

96% (95%CI: 86-99) U K:92% (95%CI : 75-97) 

against against hospitalisation 

hospitalisation with with Delta infection 

Delta infection [25]. [25] . 

Scotland: 79% 

(95%CI 75-82) 

aqainst infection [26]. 

Effectiveness against asymptomatic infection: 

No data 

Briefing: HR20212018 
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No data 

Janssen Mode rna 

7 4% (95%CI: 46.8- 94.1% (95% (1:89.3-

88.4) >28 days post 96.8) against 

vaccination [19]. infection including 

severe disease > 14 

days post 2"d dose 

[21]. 

US: 76.7% (95%CI: 98.2% (95%CI: 97.5-

30.3-95.3) > 14 days 98.6) > 7 days post 

post vaccination [20]. 2"d dose [22]. 

91.3% (95%CI : 79.3-

96.3) against 

symptomatic 

infection and 68.3% 

(95%CI: 27.9-85.7) 

against 

asymptomatic 

infection > 14 days 

post 2nd dose [23]. 

No data US: 66% (95%CI: 22-

84) (pooled data with 

Pfizer) [27]. 

US: 76% (95%CI: 58-

87) > 14 days post 2"d 

dose [28]. 

No data No data 
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66. 

67. Recommendations are also needed for the following groups: 

a. individuals with incomplete vaccination with recommended vaccines 

b. individuals with complete or incomplete vaccination with COVID-19 vaccines that 
are not recommended for use at the Border. 

Recommendations 

68. 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. 

69. CV-TAG noted that: 

a) Data is 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/BioNTech, 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 is 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. 

70. CV-TAG recommends 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) an additional dose of the Pfizer/BioNTech 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. 
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e) if a worker is in 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/BioNTech vaccine. This should 
occur at least 21 days after the first dose of the non- Pfizer/BioNTech 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. 

f) workers who have received a partial or complete course of a non-recognised COVID-
19 vaccine, should also receive one dose of the Pfizer/BioNTech vaccine. 

71 . 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. 

Briefing: HR20212018 

17 

RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



References 

1. Medsafe, New Zealand Regulatory Guidelines for Medicines, in Part A: When is an application 

for approval of a new or changed medicine required?, Medsafe, Editor. 2014, Medsafe: 
Medsafe. p. 132. 

2. Medsafe. Approval status of COVID vaccines applications received by Medsafe. 2021 [cited 
2021 27 August]; Available from: https://www.medsafe.govt.nz/COVID-19/status-of­
applicat ions.asp. 

3. The Australian Therapeutics Goods Administration. COVID- 19 vaccine: Provisional 
registrations. 2021; Available from: https://www.tga.gov.au/covid-19-vaccine-provisional­
reg istratio ns. 

4. European Medicines Agency. COVID- 19 vaccines: authorised. 2021 [cited 2021 27 August]; 
Available from: https://WWw.ema.europa.eu/en/ human-regulatory/overview/public-health­
threats/ coronavirus-disease-covid-1 9/t reatments-vaccines/vaccines-covid-19/covid-19-
vaccines-aut horised#authorised -covid-19-vaccines-section. 

5. Government of Canada. Drug and vaccine authorizations for COVID- 19: List of applications 
received. 2021; Available from: https:/!www.canada.ca/en/health-canada/services/drugs­
health-products/covid19-industry/drugs-vaccines­
t reatments/ authorization/applications.html. 

6. National Health Service. Coronavirus (COVID- 19) vaccines. 2021 [cited 2021 27 August]; 
Available from: https://www.nhs.uk/conditions/coronavirus-covid-1 9/coronavirus­
vaccination/coronavirus-vaccine/. 

7. US Food and Drug Administration. COVID-19 Vaccines. 2021 [cited 2021 27 August]; 
Available from: https://www.fda.gov/ emergency-preparedness-and-response/coronavirus­
disease-2019-covid-19/covid-19-vaccines. 

8. Polack, F.P., et al., Safety and Efficacy of the BNT162b2 mRNA Covid-19 Vaccine. New England 
Journal of Medicine, 2020. 383(27): p. 2603-2615. 

9. Dagan, N., et al., BNT162b2 mRNA Covid-19 Vaccine in a Nationwide Mass Vaccination 
Setting. New England Journal of Medicine, 2021. 

10. Hall, V.J., et al., COVID-19 vaccine coverage in health-care workers in England and 

effectiveness of BNT162b2 mRNA vaccine against infection (SIREN): a prospective, multicentre, 
cohort study. The Lancet, 2021. 397(10286): p. 1725-1735. 

11. Haas, E.J., et al., Impact and effectiveness of mRNA BNT162b2 vaccine against SARS-CoV-2 
infections and COVID-19 cases, hospitalisations, and deaths following a nationwide 

vaccination campaign in Israel: an observational study using national surveillance data. The 
Lancet. 

12. Fabiani, M., et al., Effectiveness of the Comirnaty (BNT162b2, BioNTech!Pfizer) vaccine in 

preventing SARS-CoV-2 infection among healthcare workers, Treviso province, Veneto region, 
Italy, 27 December 2020 to 24 March 2021. Eurosurveillance, 2021. 26(17): p. 2100420. 

13. Pritchard, E., et al., Impact of vaccination on new SARS-CoV-2 infections in the United 
Kingdom. Nature Medicine, 2021. 

14. Rossman, H., et al., COVID- 19 dynamics after a national immunization program in Israel. 
Nature Medicine, 2021. 27(6): p. 1055-1061. 

15. Voysey, M., et al., Single-dose administration and the influence of the timing of the booster 

dose on immunogenicity and efficacy of ChAdOx1 nCoV-19 (AZD1222) vaccine: a pooled 
analysis offourrandomisedtrials. The Lancet, 2021. 397(10277): p. 881-891. 

Briefing: HR20212018 

18 

RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



16. AstraZenenca. AZD 1222 US Phase Ill primary analysis confirms safety and efficacy. 2021; 
Available from: https://www.astrazeneca.com/content/astraz/media-centre/press­
releases/2021/azd1222-us-phase-iii-primary-analysis-confirms-safety-and-efficacy.html. 

17. Vasileiou, E., et al., Interim findings from first-dose mass COVID-19 vaccination roll-out and 

COVID- 19 hospital admissions in Scotland: a national prospective cohort study. The Lancet, 
2021. 397(10285): p. 1646-1657. 

18. Hyams, C., et al., Effectiveness of BNT162b2 and ChAdOx1 nCoV-19 COVID-19 vaccination at 
preventing hospitalisations in people aged at least 80 years: a test-negative, case-control study. 

The Lancet Infectious Diseases, 2021. 
19. Food and Drug Administration (FDA). Vaccines and Related Biological Products Advisory 

Committee Meeting February 26, 2021, FDA Briefing Document, Janssen Ad26.COV2.S Vaccine 

for the Prevention of COVID-19. 2021; Available from: 
https://www.fda.gov/media/146217/download. 

20. Corchado-Garcia, J., et al., Real-world effectiveness of Ad26.COV2.S adenoviral vector vaccine 

for COVID-19. medRxiv, 2021: p. 2021.04.27.21256193. 
21. Baden, L.R., et al., Efficacy and Safety of the mRNA-1273 SARS-CoV-2 Vaccine. New England 

Journal of Medicine, 2020. 384(5): p. 403-416. 
22. Butt, A.A., et al., SARS-CoV-2 Vaccine Effectiveness in a High-Risk National Population in a 

Real-World Setting. Annals of Internal Medicine, 2021. 
23. Andrejko, K.L., et al., Prevention of COVID-19 by mRNA-based vaccines within the general 

population of California. Clinical Infectious Diseases, 2021. 
24. Lopez Bernal, J., et al., Effectiveness of Covid-19 Vaccines against the B.1.617.2 (Delta) Variant. 

New England Journal of Medicine, 2021 . 
25. Stowe, J., et al. Effectiveness of COV/D-19 vaccines against hospital admission with the Delta 

(B.1.617.2) variant. 2021; Available from: 
https://khub.net/documents/135939561/479607266/Effectiveness+of+COVID-
19+vaccines+against+hospital+admission+with+the+Delta+%28B.l.617.2%29+variant.pdf/1 
c213463-3997 -ed 16-2a6f-14e5deb0b997?t= 162368931 5431 . 

26. Sheikh, A., et al., SARS-CoV-2 Delta VOC in Scotland: demographics, risk of hospital admission, 
and vaccine effectiveness. Lancet, 2021. 397(1 0293): p. 2461 -2462. 

27. Fowlkes, A., et al., Effectiveness of COVID-19 Vaccines in Preventing SARS-CoV-2 Infection 
Among Frontline Workers Before and During B.1.617.2 (Delta) Variant Predominance- Eight 

U.S. Locations, December 2020-August 2021. MMWR Morb Mortal Wkly Rep, 2021. 70: p. 
1167-1169. 

28. Puranik, A., et al., Comparison of two highly-effective mRNA vaccines for COVID- 19 during 

periods of Alpha and Delta variant prevalence. medRxiv, 2021: p. 2021.08.06.21261707. 
29. Naranbhai, V., et al., lmmunogenicity of mRNA-1273, BNT162b2 and Ad26.COV2.S COVID- 19 

vaccines. medRxiv, 2021 : p. 2021 .07.18.21260732. 
30. Johnson and Johnson. Johnson & Johnson Announces Data to Support Boosting its Single-Shot 

COVID-19 Vaccine. 2021 [cited 2021 27 August]; Available from: 
https:Uwww.jnj.com/johnson-johnson-announces-data-to-support-boosting-its-single-shot­
covid-19-vaccine. 

31. Gross, R., et al., Heterologous ChAdOx1 nCoV-19 and BNT162b2 prime-boost vaccination 

elicits potent neutralizing antibody responses and T cell reactivity. medRxiv, 2021: p. 
2021.05.30.21257971 . 

32. Borobia, A.M., et al., Reactogenicity and lmmunogenicity of BNT162b2 in Subjects Having 

Received a First Dose of ChAdOx1 s: Initial Results of a Randomised, Adaptive, Phase 2 Trial 
(CombiVacS). SSRN, 2021 . 

Briefing: HR20212018 

19 

RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982



33. Liu, X., et al., Safety and immunogenicity of heterologous versus homologous prime-boost 
schedules with an adenoviral vectored and mRNA COV/0-19 vaccine (Com-COV): a single­
blind, randomised, non-inferiority trial. The Lancet, 2021 . 

Briefing: HR20212018 

20 

RELEASED UNDER THE OFFICIAL INFORMATION ACT 1982




