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Ref: H201603159

Dear [

Freyberg Building

20 Aitken Street

PO Box 5013

Wellington 6145, New Zealand
T +64 4 496 2000

Response to your request for official information

Thank you for your request of 3 August 2016 under the Official Information Act 1982 (the
Act) for “a copy of this report please — 4.1.6 Special Reports: Annual Review of Fatalities
(January 2015 — December 2015)” with reference to item 4.1.6 of the 166™ Medicines
Adverse Reactions Committee (MARC) meeting minutes. The report requested is
included in the quarterly report provided by the Centre for Adverse Reactions Monitoring

(CARM).

The information relating to this request is itemised below, with a copy of the document

attached.

| have decided under sections 9(2)(a) and 9(2)(ba)(i) of the Act to withhold information in
order to protect the privacy of natural persons and to protect information which is subject
to an obligation of confidence where the making available of the information would be
likely to prejudice the supply of similar information.

Request

Response

A copy of the following report presented
to the MARC (item 4.1.6 of the 166"
MARC meeting - Special Reports:
Annual Review of Fatalities)

Attached is:
1. A copy of the report presented to
the MARC (item 4.1.6 of the 166t
MARC meeting).

Please note that the date column of the quarterly report reflects the date that the adverse
reaction was reported to CARM, not the date that the adverse reaction occurred. Age is
listed in years unless specified in months which is identified with ‘m’, for example 6m

indicates the patient is six months old.



| trust this information fulfils your request. You have the right, under section 28 of the Act,
to ask the Ombudsman to review my decision to withhold information under this request.

Yours sincerely

Medsafe
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Section 5: Special Reports

Annual Review of Fatalities (January 2015 — December 2015)

Overview

There were 136 reports of death submitted to CARM in the context of medicine use involving 166
medication administrations (i.e. more than one medication may be implicated in each report). In 70%

medicine was

on(s)
. ]

is discussed under Table 6 below. These proportions are similar to reportedast year.
The most frequent ATC group of medicines represented by the 166 icines in_t
“Nervous System” (n=76). “Blood and Blood fo 3 (n=27,

Immunomodulating Agents” (n=26) and “Anti-infe
remaining ATC groups involved 20 medicines<C

(47%) or the cause of death was unclassifiable (23%). In 30% of reports

(n=41)yt
assessed as potentially contributing to the death (n=28) or resulted in an.e i

stics and

ere t % of note. The
\edieines in each class,

‘% or clozapine which are
ports could be assigned to

er documenting events that were

he first timester and the second, a Pharma report, detailed an unspecified brain

af old who received eculizumab for an off-label indication. The causal association

determined. There were 2 deaths in the 2-10 year age group. One report documented a

ide dwith levetiracetam occurring on changing brands. The potential for severe psychiatric

@ tions with levetiracetam is well recognized and the brand related association was investigated but

as not considered to be a factor. In the other report a 14 year old developed fatal bronchiectasis

whilst being treated with tocilizumab. The patient had a long history of bronchiectasis since infancy

and although the report had limited information, the underlying condition was thought to be the
primary cause of death.

Table 5 lists the 136 reports of fatalities to CARM grouped by ATC group. In 70% of these reports the
cause of death was assessed as unrelated or unclassifiable and in the remaining 30% the medicine
may have contributed to or was likely to have caused the reaction that led to death. For many of the
reports of death the cases relate either to reactions that are well recognized and/or involve complex
co-morbidity that may have increased the risk of death. Of the reactions reported most frequently
bleeding episodes accounted for 7/13 (54%) of reports where death was assessed as due to the
medication and 8/28 (29%) of reports where the medicine may have been contributory. The remainder
was of diverse drug/reaction combinations.

Table 6 is a subset of the data in Table 5
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Table 1: Outcome Overview

Outcome Number of Cases Percentage
Died due to the adverse reaction 13 9.6
Died — drug may be contributory 28 20.6
Died — unrelated to the drug 64 47.0
Died — cause unclassifiable 31 22.8
Total Reports 136 100.0

Table 2: ATC classification Overview

S o &
ATC High Level Group N iciness @%tggg\/
) [N
Alimentary NIV 3 AT\ T8
Blood and Blood forming organs JASANNME T AR 163
Cardiovascular e AT AR R 4.2
Dermatological R LR A D w\V
Genito Urinary System and Sex Hormanes—~ A \\\| 1T 0.6
Systemic Hormones (excl S,e@kgr‘moh&s) /\\" SRS 9 12
Anti-infectives PR YA 17 10.2
Antineoplastics and Irﬁrﬁ}’m}nbﬁrﬂanngﬁg’{f‘s\\\\ 26 15.7
Musculoskeletal [ WA/~ 2 \\) 7 4.2
Nervous System | V> A\ 76 45.8
Antlpapasn"g‘lfcrtidﬂ:,dts Inseeticides and\Repellents 0
Respiratary System __ \\\\ 0
—SemSohy\Organs .\ \J 0
Hleheous T\ 0
STotaI S |cmes 166 100.0

o
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Table 3: ATC Detailed listing of Medicines

ATC Group No. of Medicines Total
A Alimentary 3
AD2 Misoprostol 1
Omeprazole 1
A04 Ondansetron hydrochloride 1
B Blood and Blood forming organs 27
BO1 Apixaban 2
Dabigatran 15
Heparin LMW — Enoxaparin 2
Rivaroxaban 3
Ticagrelor 2 NV
Warfarin FNA NS
B02 Eptacog alpha P O ( {
C Cardiovascular e e e R \9
Co1 Amiodarone Rk 15 AR
C03 Frusemide AT Rl e, T A
C09 Cilazapril ACCRDNES N
Quinapril ANNNNAT T NN
C10 Atorvastatin RN AN\ AN
Rosuvastatin L ARy e IR AN T
G Genito Urinary System and-Sex Hormones .\ \\ | -~ 1
G03 Cyproterone acetatey\ \ ) ) ~A I\ W 1
H Systemic Hormones(éxcl Sek Hormones) 2.\ \ 2
H02 Prednisone/ CZ<\ 2" e e
HO5 Teripafalile =0 )~ - \\ )]V
J Antisinfectives™ e 17
J01__ 1 Ruetoxadilin__ AN YN\ 1
\_Ganfamycin ARN 1
—\ L\ Mifrofuranfoiy 1
< N\ ZP Trmelhapiin > 1
W08 | _Ganeidlovirsodium 1
J07 A ( (DTaP\dexa Vaccine 3
NN\ Wefldenza — Trivalent 3
P\ "¢ [\> Pneumococcal 13 3
ﬁf/‘ A Rota Virus Vaccine 3
B Antineoplastics and Immunomodulating Agents 26
LO1 Azacitidine 1
Bevacizumab 1
Erlotinib 1
[brutinib 1
Methotrexate 1
Pembrolizumab 3
Rituximab 1
L02 Abiraterone 1
Tamoxifen 1
L04 Adalimumab 2
Eculizumab 1
Infliximab 1
Lenalidomide 6
Thalidomide 3
Tocilizumab 2
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ATC Group No. of Medicines Total
M Musculoskeletal T
MO1 Diclofenac 3
Ibuprofen 1
M03 Rocuronium 1
MO5 Zoledronate 2
N Nervous System 76
NO1 Fentanyl 1
N02 Acetylsalicyclic acid 2
NO3 Clonazepam 1
Lamotrigine 1
Levetiracetam 1 D
NO4 Benztropine Mesylate 1 AN\“P
NO5 Clozapine BINA NS
Haloperidol L AL A
Olanzapine s s TN
Quetiapine RN N V=
Risperidone REBNAY 1 s R VP
NO6 Fluoxetine P e bl AW\
Paroxetine ENAENLAE W AW T
Sertraline A WS TN
A\ g
Total Medicines i\>>\> 2\ R bx\> 166
20 W
4: I-}Q(e:g%{ ender Overview
A )
,‘\5}{\11\]9) i Female Male Unknown Total
) — WNnder 2 2 3 5
[\ 02-09
10-19 2 2
20-29 1 1
30-39 2 3 5
40 - 49 6 6 12
50 — 59 10 8 18
60 — 69 10 22 32
70-79 18 21 39
80 plus 13 6 19
Unknown 3 3
Total 61 75 136

45%

55%
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