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Ref:  H2024039979  

 

Tēnā koe
 
Response to your request for official information 
 
Thank you for your request under the Official Information Act 1982 (the Act) to the Ministry of 
Health – Manatū Hauora (the Ministry) on 22 April 2024 for information regarding section 34A(4) 
of the Medicines Act 1981. Please find a response to each part of your request below. 

Please provide copies of all analysis and assessment done by you or your predecessor 
under s34A(4) of the Medicines Act for any off label approval of any Pfizer vaccine. 
Please include copies of all advice you received prior to each assessment and/ or 
decision and for each such occasion the information you assessed and relied on about 
harm or possible harm from the vaccine including: 
A) any harm known to be associated with the spike protein, harm associated with 
Polyethylene glycol "PEG" and other components of the nanotech gel and harm from 
SV40 and other contaminants that may be in the PfizerVax and the cumulative effects of 
these). 
B) any information you relied on to support assumptions or hopes that the PfizerVax may 
prevent infection and/or transmission  
C) information to explain who or what categories of patients your notice would apply to 
and analysis to show why. 
D) any review of the outcomes for those receiving treatment under s34A compared to 
those who did not and steps taken to obtain this information including the numbers 
receiving treatment under s34A and the reasons.  

 
The Director-General of Health has issued three notices under section 34A of the Medicines Act 
1981 authorising off-label administration of a Pfizer COVID-19 vaccine: 

• 23 June 2022 – ongoing delivery of third dose after three months 

• 12 July 2022 – fourth dose (this notice repealed an earlier notice made on 27 June) 

• 15 November 2022 – fourth dose for Māori and Pacific people aged 40 to 49. 

Information supporting the 23 June 2022 decision is publicly available on the Ministry’s website 
at: www.health.govt.nz/system/files/documents/pages/dg-memo-notice-under-s34a-for-fourth-
dose1.pdf.  
 

Most people in the above categories receiving booster doses of the Comirnaty (Pfizer) COVID-
19 vaccine between June 2022 and April 2023 would have received them under Section 34A. 
The Ministry is not aware of any efforts that have been undertaken to review treatment 
outcomes for this group in contrast with people receiving additional doses under another 
mechanism (e.g. under prescription or Immediate Modification Order). Section 34A Notices are 

s 9(2)(a)
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no longer required, as the Comirnaty (Pfizer) COVID-19 vaccine is now approved by Medsafe 
as a booster dose without the number of boosters being specified. 
 
Further information in scope of this part of your request is outlined in the table in Appendix 1. 
Where information is withheld under section 9 of the Act, I have considered the countervailing 
public interest in releasing information and consider that it does not outweigh the need to 
withhold at this time. 

I also refer you to a previous Ministry OIA response (H20222014350) which may be of interest 
to you. This can be found at: www.health.govt.nz/system/files/documents/information-
release/h2022014350 response.pdf.  
 

Please also include equivalent information about the off label administration of remdesivir 
including information about follow up and analyse of the short and longer term outcome 
for those treated with remdesivir. 

 
On 20 May 2024, you were advised that information relating to this part of your request was 
more closely connected with the functions of Pharmac - Te Pātaka Whaioranga and therefore 
transferred in accordance with section 14(b)(ii) of the Act. You can expect a response from 
Pharmac in due course.  
 
I trust this information fulfils your request. If you wish to discuss any aspect of your request with 
us, including this decision, please feel free to contact the OIA Services Team on: 
oiagr@health.govt.nz. 
 
Under section 28(3) of the Act, you have the right to ask the Ombudsman to review any 
decisions made under this request. The Ombudsman may be contacted by email at: 
info@ombudsman.parliament.nz or by calling 0800 802 602. 
 
Please note that this response, with your personal details removed, may be published on the 
Manatū Hauora website at: www.health.govt.nz/about-ministry/information-releases/responses-
official-information-act-requests.  
 
Nāku noa, nā 
 

 
 
Dr Andrew Old   
Deputy Director-General  
Public Health Agency | Te Pou Hauora Tūmatanui   
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