Freyberg Building

20 Aitken Street

PO Box 5013

Wellington 6145, New Zealand
T +64 4 496 2000

11 AUG 015

Ref: H201502755

Dear IIEIEIN

Response to your request for official information

Thank you for your request of 15 July 2015 under the Official Information Act 1982 (the
Act) for “copies of the following reports presented to the MARC” with reference to items
4.1.2 to 4.1.5 of the 162" Medicines Adverse Reactions Committee (MARC) meeting
minutes. The reports requested are those 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

Copies of the following reports Attached is:

presented to the MARC (items 4.1.2 1. Copies of the reports presented to the

to 4.1.5 of the 162" MARC meeting) MARC (items 4.1.2 to 4.1.5 of the 162"
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. In
addition, age in months has been represented in two ways. The first lists age as, for
example, 18m which means the patient’s age is 18 months. The second lists age as, for
example, 902 indicating that the patient’s age is two 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 sincerel

Acting Group Manager
Medsafe
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Serious AEFI Terms

System Organ Class AEF!
Alimentary PARQTID ENLARGEMENT
PAROTITIS
Agpplication Site ISR ABCESS

ISR INFLAMMATION {(SEVERE)

ISR ABSCESS STERILE

Endocrine/Metabolic LARYNGOTRACHEAL OEDEMA y
LARYNX OEDEMA o N

Haematological THROMBOCYTOE/E{\H’@\T\.)\“) \\/

Musculoskeletal ARTHRALGIA. O\
ARTHRITIS /5 oy

R P

RN N -
ARTHROPATHY.” (o
. 3 . R P

!
—

ARTHROSIS

<

~|-OSTEOMYELITIS.

N

N

{
.
7

Nervous System

| CONVULSIONS |

| CONVULSIONS GRAND MAL

ENGEPHALITIS

| ENcEPHALOMYELITIS

| ENCEPHALOPATHY

-| FEVER CONVULSIONS

1 GUILLAIN-BARRE SYNDROME

HYPOTONIC-HYPORESPONSIVE EPISODE (HHE)

MENINGITIS

MENINGITLS ASEPTIC

MENINGOENCEPHALITIS

NEURITIS

NEURITIS CRANIAL

NEURITIS MOTOR

NEURITIS SENSORY

QEDEMA CEREBRAL

PETIT MAL CONVULSICON

POLIOMYELITIS

MARC June 2015 - CARM Quarterly Report




Serious AEFI Terms

System Organ Class AEFI
Others ALLERGIC REACTION
ANAPHYLACTIC REACTION

ANAPHYLACTIC SHOCK

ANAPHYLACTOID REACTION

ANAPHYLAXIS

CRYING ABNORMAL 77 PAS
R
FACE OEDEMA 0 o (i
FEVER 2 40° o Y
LYMPHADENOPATHY

OEDEMA ’

.| roncuE'oEDEMA >

Resistance Mechanism Disorders

| sEPSIS

*, | SEPTICAEMIA .5

VAGGINE FAILURE

Respiratory

[ vz

.|| .BRONCHOSPASM

DYSPNOEA

| OEDEMA PULMONARY

ABSCESS

ACUTE GEN. ECZEMATOUS PUSTULOSIS

ANGIOEDEMA

ANGIONEUROTIC OEDEMA

BULLOUS ERUPTION

ECZEMA

EPIDERMAL NECROLYSIS

ERYTHEMA MULTIFORME

PRURITUS

STEVENS JOHNSCN SYNDROME

TOXIC EPIDERMAL NECROLYSIS

URTICARIA

MARC June 2015 — CARM Quarterly Report
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Section 5: Special Reports

Annual Review of Fatalities (January 2014 — December 2014)

Overview

There were 162 reports of death submitted to CARM in the coniext of medicine use involving 245
medications (i.e. more than one medication may be implicated in each report). In 71% of cases
(n=115) a causal relationship to the medicine(s) identified was assessed as either unrelated{24%) or
the cause of death was unclassifiable (47%). In 29% of reports (n=47}, tﬁesmedlcrne was“\qssessed
as potentially contributing to the death (n=28) or resulted in an adverse. reactron( ) that&rkely caused
the death (n=18) (Table 1). Overview of the deaths that are likely due /to the/medzcatron__rs drscussed
under Table 6 below. These proportions are similar to those reported Iast yéar.

N\ _/ - " Ty

The most frequent ATC groups of medicines represented- by the 245 medlcmes in the 162 reports
were “Nervous System” (n=65), “Blood and Blood forming-organs” (n—GS) ““'Ant:neop[astrcs and
lmmunomoduiatmg Agents” (N=44) with "Musculoskeletal’ ‘agents (24) Kand A ti-infectives” (n=19).
The remaining ATC groups involved 30 medicines collectwe[y “with only few medlcmes in each class,
(Tables 2 & 3). E '3 4 e

O AN ~\
Table 4 illustrates the age distribution of all fatal pnrts o CARM rrrespectlve of causality.
Sixty-six percent of the reports where the age was known, Were in-patients older than 65 years and
22% are older than 80 years. There were.more males (59%{) compared to females (41%) There were
6 reports in patlents under the age of-two. These repors were for 5 reports of sudden death/Sudden
Unexpected Death in Infancy in the- context of routing chrldhood tmmunrzatlon schedule accurring in
the 3-5 month window in 4 reports and in'a 15 month old in the 5™ report. The sixth report documents
a death in a 2 month old from - sept[cemla and fulmmatlng necrotising enterocolitis following the
administration of mydriat:c and prednlsene -eye- 'drops post laser surgery for Retinopathy of
Prematurity. < , L

Table 5 lists the 162 repoﬂs of fatahfres to CARM grouped by ATC group. In 71% of these reports the
cause of death-was assessed as unreiated or unclassifiable and in the remaining 29% the medicine
may have contr;buted }o or was likely to® have caused the reaction that led to death. For many of the
reports of death th*e cases, relate ‘ejther to reactions that are well recognized and/or involve complex
co- morbldlty fhat may have 1ncreased the risk of death. Of the 29%, the reactions reported most
frequently were bieedlng eplsodes with anticoagulants accounting for 72% (n=13/18} of reports where
death was c:onmderec{ due\to ‘the drug and 38% (n=11/29} of reports where the drug may have been
contributory. This" was’ fol[owed by sepsisfinfection episodes accounting for 21% (n=6/29) of reports
where the drug may have ‘contributed to the death. Monoclonal antibodies were suspect in 4 of the 6
reporis in thls gt’OUp :

Table @@s a‘_sub.set of the data in Tabie 5

WO )

MARC June 2015 — CARM Quarterly Report
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Table 1: Outcome Overview

Qutcome Number of Cases Percentage
Died due to the adverse reaction 18 11.1
Died - drug may be contributory 28 17.9
Died — unrelated to the drug 39 24.1
Died - cause unclassifiable 76 46.9
Total Reports 162

Table 2: ATC classification Overview

ATC High Level] Group

Alimentary
Blood and Blood forming organs _ 1
Cardiovascular A2
Dermatological D .
Genito Urinary System and Sex Hormones .- 2 0.8
Systemic Hormones (excl Sex Hormones) -4 1.6
Anti-infectives S By 18 7.8
Antineoplastics and Immunomodulatlng_&gents LAY 44 18.0
Musculoskeletal ey s 24 9.8
Nervous System i 5 65 26.5
Antiparasitic Products, InsectJCldes and Repel]ents 1 0.4
Respiratory System {0 e J : 2 0.8
Sensory Organs ¢~/ o T 1 0.4
Miscellaneous W 3 1.2
245

MARC June 2015 - CARM Quarierly Report

20



Table 3: ATC Detailed listing of Medicines

ATC Group No. of Medicines Total
A Alimentary 4
AD2 Coloxyl/Senna 1
A10 Insulin Aspart 1
Insulin Lispro / Protamine 1
Metformin 1
B Blood and Blood forming organs 83
B01 Abciximab 1
Alteplase S]
Clopidogre! 5 0
Dabigatran 725 s
Dipyridamole T R
Meparin — Unfractionated o oA LA D
Heparin LMW — Enoxaparin L NS 3 R Sl
Rivaroxaban I 1. NG
Tenecteplase - L2V
Ticagrelor s By
Warfarin R i
B02 Entacog alpha T s 9
Tranexamic acid N RN
B03 Erythropoietin S 72
BO5 Dianeal (NOS) ’ 1
lcodextrin 3
Physioneal 1
C Cardiovascular e 12
COo1 Amiodarone Y ) 2
Digoxin 2
Cc02 Bosentan . - 2
C03 Spironolastone 11~ 1
CQ5 Prednisolbhe' 1
co7 Meteprolal® - o 1
C09 ACE Inhlbstor (NOS)Y ™. 1
. -Cllazaprai/hydrochlorothlazsde 1
~.Quinapril 1
D ;1-4-{Dermatolog|ca1 - 1
D04 1" Oxybuprocamehydrochlonde 1
G ‘Genlto Urinary System and Sex Hormones 2
G03 Cyproterone’ 1
Oestradial_ 1
H Systemic Hormones (excl Sex Hormones) 4
HO2 .1 - ‘Dexamethasone 1
{{|~.-Prednisone 3
J | Anti-infectives 19
J01 | Cotrimoxazole 1
Ertapenem 1
Vancomycin 1
JO5 Intragam P 1
Ribavirin 2
JO7 DTaP-Hexa Vaccine 4
Haemophilus B 1
influenza — Trivalent 1
Measles-Mumps-Rubella Vaccine 1
Pneumococcal 10 4
Pneumococcal 7 i
Rota Virus Vaccine 1

MARC June 2015 - CARM Quarterly Report
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ATC Group

No. of Medicines

Total

L Antineoplastics and Immunomodulating Agents

44

LO1 Antineaplastic Agent (NOS)

Bevacizumabh

Capecitabine

Cyclophosphamide

Dacarbazine

Doxorubicin hydrochloride

Erlotinib

Fluorouracil

Imatinib

Methotrexate

Nilotinib

Rituximab

Sorafenib

Sunitinib

Trastuzumab

Vineristine

Vorinostat

LO3 Glatiramer acetate

Peginterferon alpha 2A L : .:

LO4 Adalimumab

Cyclosporin

Etanercept

Lenalidomide

Thalidomide

Tocilizumab

M Musculoskeletal

24

MO1 Diclofenac "

Parecoxib /¢ = SR

MO4 Allopurinol. =731 S

Benzbromarone " " -

Colchicine " « s

Febuxostat>" D

MO5 _-Alendronate

< Zoledronate -  \ L

N | Nervous System:- "

65

NO1 ™ [~ General Anaesthetics unclassified

NO2 |-~ Acetylsalicyclic acid

i

Codeing "

Morphine sulphate

"Oxycodone

. > "Paracetamol

Y

{ ([~ Tramadol

NO3 .| /Clonazepam

NO4 |~ Entacapone

Levodopa/Carbidopa {100/25)

Ropinirole

Rotigotine

Selegiline

N0O5 Anisulpride

Chlorpromazine

Clozapine

Diazepam

Midazolam

Qlanzapine

Risperidone

_xm_s._;B_x_\_\_p._\_x:\)._\...x..;w[\J_\-\]_x

MARC June 2015 — CARM Quarterly Report
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ATC Group No. of Medicines Total
NOB6 Amitriptyline 2
Bupropion hydrochloride 1
Citalopram 1
Escitalopram i
Paroxetine 1
Venlafaxine 1
P Parasitic Products, insecticides and Repellents 1
P01 Quinine 1
R. Respiratory System 2
R01 Phenylephrine 1
R0O6 Cyclizine ] o
S Sensory Organs 7 <o
501 Cyclopentolate T I
Vv Miscellaneous
V03 Alcohol (Ethyl) g
Deferasirox -
V08 lohexol
Total Medicines 245
Table 4: Age group and Gig[;_dt?i; Overview - N
Age Group S e < —~Female Male Unknown Total
Under2 “ .7 ) o2 4 6
02 __09 . s N ’ 1 1
10=-19 .~ ) 1 1
2029 - T 1 2 3
£ 3039 S e 3 7 10
4049 B 5 11
50-59 -\ 7 9 16
60 —-697 T 10 13 23
70 =79 o 19 27 46
80.plus - 12 19 31
~nknown 6 7 1 14
Total. )~ 66 95 1 162

MARC June 2015 — CARM Quarterly Report
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