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133 Molesworth St
PO Box 5013
Wellington 6145

1 5 AUG Z{H] New Zealand

T+64 4 496 2000

Ref: H201702874

Dear [

Response to your request for official information

Thank you for your request of 18 July 2017 under the Official Information Act 1982 (the
Act) for

“Can | have a copy of 4.1.5 Special Reports: Annual Review of Fatalities (January
2016 — December 2016).”

This report is in respect to the 170" 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. Please note there is a typo on page 20 of the document; 2016 has been
inadvertently written as 2017.

| 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

“Can | have a copy of 4.1.5 Special Attached is:

Reports: Annual Review of Fatalities 1.A copy of the report presented to

(January 2016 — December 2016).” the MARC (item 4.1.5 of the 170
MARC meeting).

| 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 sincerel

Group Manager
Medsafe



Section 5: Special Reports

Annual Review of Fatalities (January 2016 — December 2016)

Overview

There were 77 reports of death submitted to CARM in the context of medicine use involving 120
medication administrations (i.e. more than one medication may be implicated in each report). In 66%

of cases (n=51) a causal relationship to the medicine(s) identified was assessed as either unrelated
(22%) or the cause of death was unclassifiable (44%). In 34% of reports (n=26)thelmedicine was
assessed as potentially contributing to the death (n=12) or resulted in an ea (s)
likely caused the death (n=14) (Table 1). Overview of the deaths that areti due tg the medication
is discussed under Table 6 below. These proportions are similar to t > recent &
The most frequent ATC group of medicines represented by t Dpts was

ept
ch of the
) and “Anti-

[}
2 & 3). In the Blood
s with warfarin and Heparin

“Blood and Blood forming organs” (n=38) followed by simh
“Antineoplastics and Immunomodulating Agents” (R=2
infectives” (n=17) and a smaller contributio
involved 6 medicines collectively with a si
and Blood forming organs ATC group 10 of

accounting for a further 13. With -

the over 65 year age group accounted for 70% of
There were more males (58%) compared to females

In 95% of th -
ne 2 2
wli“ B3
ATS gse-were_und s feporting sudden death/Sudden Unexpected Death in Infancy in

accination and the third one month after vaccination. One report was for a 15
story of intractable seizures since very early childhood managed at some point

calse of death was assessed as unrelated or unclassifiable and in the remaining 34% 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 34% (contributed/likely causal), the
reactions reported most frequently were bleeding episodes with anticoagulants accounting for 57%
(n=8/14) of reports where death was considered due to the drug and 50% (n=6/12) of reports where
the drug may have been contributory. The remainder were of diverse drug/reaction combinations.

i 7ot

@ ) lists the 77 reports of fatalities to CARM grouped by ATC group. In 66% of these reports the
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Table 1: Outcome Overview

Outcome Number of Cases Percentage
Died due to the adverse reaction 14 18.2
Died — drug may be contributory 12 15.6
Died — unrelated to the drug 17 221
Died - cause unclassifiable 34 44.2
Total Reports 77 100.0

Table 2: ATC classification Overview

ATC High Level Group No ta
Alimentary A< \\\/)1/ // \\\W
Blood and Blood forming organs AL Y BEAR NN ) %17
Cardiovascular NN | GO\ 9.2
Dermatological T4 NNk [ i s 0.8
Genito Urinary System and Sex Hormanes\ "/ LA 2e>"
Systemic Hormones (excl Sew&rﬂéﬁ) S RE 0.8
Anti-infectives FrliNsS " 17 14.2
Antineoplastics and Im;‘r’@nﬁmm\tﬁg Agehts \\ O\ 24 20.0
Musculoskeletal (\\—O g LN 0 P 3 2.5
Nervous Systetn | D> ~N— O PR 21 17.5
Antiparasitis Producfs, Insecticides-and'\Repellents 1 0.8
Respiratory Sysfem BN Nt 1 0.8
_Serisoty Organs 3 0
<3\4iécéﬂﬁeous ﬂ\\\/) 1 0.8
ofal Su \s/ 120 100.0

oA
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Table 3: ATC Detailed listing of Medicines

ATC Group

No. of Medicines

Total

Alimentary

A10

Saxagliptin

Blood and Blood forming organs

38

B0O1

Acetylsalicylic acid

Apixaban

Clopidogrel

Dabigatran

Heparin — unfractionated

Heparin LMW — Enoxaparin

Ticagrelor

Warfarin

B02

Eltrombopag

Cardiovascular

CO01

Amiodarone

Cco7

Beta Blocker NOS

Metoprolol

C09

ACE Inhibitor NOS

Candesartan

Cilazapril

C|IazaprII/Hydrochloroth:aade\\ )

C10

Atorvastatin e
< /A\\) )

Rosuvastatin

SimvasiatingZos "efaane” | e VS ANN

Genito Urinary Systém-and Sex Hormones —

D06

Imiguimdd N\~ AN/

Systemic Hormones (excl\Sex Hormones)

HO2_.

\ Pre@fdone  \\\NNO MY
~ | \Anticinfectives NN

17

—J@‘{C/}V,&m oxkerﬂmfc}avplan‘c’ACId

Cefaclob>

SN,
=)

/Ceftriaxgfie

| \Cephazolin

\Cliidamycin

A

\~ Flucloxacillin

Sofosbuvir + Ledipasvir

DTaP-Hexa Vaccine

Haemophilus B Vaccine

Influenza — Trivalent

Measles Mumps Rubella Vaccine

Pneumococcal 13

Rota Virus Vaccine

(RO (V] KN I PN J N, ) PEEN) PEEN PELW FEEN I JECW) PIEN

Antineoplastics and Immunomodulating Agents

24

LO1

Capecitabine

Cyclophosphamide

Dabrafenib

Epirubicin

Fludarabine

Ibrutinib

Methotrexate

Oxaliplatin

Paclitaxel

Rituximab

Trametinib

POt |t |t | | QO |t | [N e |
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ATC Group No. of Medicines Total
L02 Abiraterone 2
Leuprorelin 1
L04 Adalimumab 1
Lenalidomide 2
Pomalidomide 1
Tacrolimus 1
Thalidomide 1
M Musculoskeletal 3
MO1 Diclofenac 1
NSAID unclassified 1
M05 Zoledronate 1 N
N Nervous System SR
NO1 General Anaesthetics unclassified T 3\ >
NO2 Morphine sulphate # N Y ((
Sativex TN V\ o (x\ \\9
NO03 Carbamazepine SO ML
NO4 Rotigotine LA okl
NO5 Clozapine e Nl s
Lithium carbonate Q\\\ ) ) M /\<\’l \ ) }\)
Olanzapine A AR
Palperidone NN s iy ¥
Quetiapine L, Ty el )
NO6 Citalopram A Ny o WY 1
NO7 Varenicine  C oA\ / e DA 1
P Antiparasitic Prod \s/ctlcm&{&\\RQpeijﬁts 1
P02 Iverme;cm — A( K YV 1
RO3 Tiotopium bromuq@(\\\\\ 1
Z I Miscelgmeous  \ \\ = 1
% V)(/ \ “Cahnabis \ \\\) 1
L
able 4: Age group and Gender Overview
| Age Group Female Male Unknown Total
Under 2 0 3 3
02 -09
10 - 19 1 1
20 - 29 1 1
30 -39
40 - 49 2 1 3
50 - 59 3 7
60— 69 5 11 16
70-79 17 10 27
80 plus 5 10 15
Unknown 4 4
Total 32 45 77

42%

58%

MARC June 2017 — CARM Quarterly Report
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