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-

133 Molesworth Street
PO Box 5013
Wellington 6140

New Zealand

T +64 4 496 2000

Ref: H201806709

Response to your request for official information
| refer to your request of 3 October 2018 under the Official Information Act 1982 (the Act) for:

*1. The total numbers and types of suspected and confirmed adverse reactions fo the
Gardasil 9 vaccine, since its introduction for use in NZ in January 2017, up until
present day, from both of the CARM databaSES.

2. Given that there is no Pregnancy Registry for women who have received Gardasil
4 or Gardasil 9 whilst pregnant, | am seeking information on any suspected adverse
reactions for women found to be pregnant, who received these two vaccines, whilst
pregnant and the outcomes and untended consequences, or adverse effects for their
foetuses, ante and post natally, from both of the CARM databaSES.”

The information relating to this request is itemised below, with copies of documents
attached.

Attachment Description and decision under OlA

This document is the ‘start-up’ file which lists your two requests and
1 identifies a separate document (Attachment 2). This contains the
answer to question 2 above. This is released in full.

5 This document contains the response to question 1 above. This is
released in full.

I trust this information fulfils your request. You have the right, under section 28 of the Act, to
ask the Ombudsman to review any decisions under this request.

Please note this response (with your personal details removed) may be published on the
Ministry of Health website.

Group Manager
Medsafe
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Specific Request 2.: Gardasil 4

Total Reports for Gardasil 4 received by CARM up to 30 September 2018 692
Number of cases identifying pregnancy associated reactions 0
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’Haﬁa’dogs for Gardasil 9 received by CARM up to 30 September 2018 169
\_/ ,n’iber of cases identifying pregnancy associated reactions 0

Commentary

CARM has been notified of 3 cases where the Gardasil 9 vaccine has been administered in a patient
who has later been identified to have been pregnant at the time of vaccination.

In all 3 cases a Drug Exposure in Pregnancy was the only event recorded.

NZPhvC — HPV Vaccine cases at 30 September 2018
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CAVEAT DOCUMENT

Accompanying statement to data released from the
NEW ZEALAND CENTRE FOR ADVERSE REACTIONS MONITORING
The Centre for Adverse Reactions Monitoring (CARM) has only limited details about each suspected

adverse reaction contained in its Database. It is important that the limitations and quallﬁcatlons which
apply to the information and its use are understood.
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The data made available represent the collection of spontanecus reports the)CA\R}A’datab ,> ‘\;\\
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Reports have been submitted to the Centre since April 1965 and.in. h‘raf&qhs,tances dasc]fi ofiefe
than suspicions which have arisen from observation of an unex unwante & nt ~This tevel of
reporting is due to CARM encouraging reporters to report w.f@ﬂﬁ~| Ve pect m fbﬁ‘?s‘sobtal‘ed with a
pharmaceutical product/vaccine irrespective of whether b( y bel e;.re‘q; tause. CARM
accepts all reports and proof of causality is not req mlttl M oFt CARM. Coincidental
events that may be unrelated to pharmaceutica| gg/iuwvaccme e %} ma? be reported. This is

m/

particularly possible when the product mwudes use, or |s‘~u in>térgeted strategies such as
vaccination campaigns. Q ] A3 .‘\ \

-’ '|\ \
In most instances it cannot b Ti'ur @m\e’ phar uhcqmg@dhct or ingredient is the cause of an event
in the Database. Reportlsfvag_lnﬂ comp’fyue es a‘nd detail and may include detail that is incorrect.
Consequently, a report I‘BHE\CARM datq a%emf‘ ‘event does not confirm that the pharmaceutical
productlvaccme c:auSed qaevént _/\ A\

=\ \\,,-‘
The vol a?\ for a¢an|cuige\nmduct may be influenced by the extent of use of the product,
' fure-o iﬂané and ther factors which vary over time and from product to product. It is
gene y\am:'epted mle n ou}aﬁy at systems such as CARM are subject to under-reporting which may
r:s%\in ‘Scant !yeﬁ \f [«e\}‘eﬁts perceived by the reporter to be minor or well recognised, whilst more
serious or ents are possibly more likely to be reported, even if they are coincidental.
Moreoue.fr on is provided on the number of patients exposed to the product.

\Eﬁ)a\dantamed in these tables are further subject to ongoing internal quality controls, review and
(/ mmm and therefore may be subject to change, particularly if follow-up information is received.

T-'or the above reasons interpretations of adverse reaction data, and particularly those based on
comparisons between pharmaceutical products, may be misleading. Any use of this information must
take into account at least the above. Although this information is now released, it is strongly
recommended that prior to any use of such information, CARM is contacted for interpretation.

Any publication, in whole or in part, of the obtained information must have published with it a statement:
(i) of the source of the information

(ii} that the information is not homogenous at least with respect to origin or likelihood that the
pharmaceutical product/vaccine caused the adverse reaction,

{iii) that the information does not represent the opinion of the NZPhvC or CARM.

Director
New Zealand Pharmacovigilance Centre
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Background to information
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The reports included in the analyses presented in this OIA response include:
¢ all cases of adverse events following immunisation with Gardasil 9

« received by CARM in the penod from 01 January 2017 to 30 September 201
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Results - Summary of reports

For the period of 01 January 2017 to 30 September 2018 :

New Zealand Pharmacovigilance Centre
University of Otago
PO Box 913, Dunedin, New Zealand

Telephone: 64-3-4749 7185

Email: nzghvt

Fax: 64 3-479 71 50

Website: hilps, th_m_

Table 1; The number of cases reported to Gardasil 9 (/,.
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Results - Summary of adverse reactions

For the period of 01 January 2017 to 30 September 2018 :

Adverse events
Tabulation of occurrences of grouped individual adverse events

with gender breakdown, collated from all reports received for é\ /

Gardasil 9, irrespective of whether or not a causal link to ¢ A o "\
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Taols - Total HPV9 AEFIs at 30/09/2018 . CLASSIC SOC Groupings
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Table : Total HPV9 AEFIs at 30/09/2018 CLASSIC SOC Groupings
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