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Patients with Behavioral Disturbances

4/11/2005

The Food and Drug Administration has determined that the treatment of behavioral dj
elderly patients with dementia with atypical (second generation) antipsychotic me#fcations is

associated with increased mortality. Of a total of seventeen placebo controlleg/ rcmives or

olanzapine (Zyprexa), aripiprazole (Abilify), risperidone (Risperdal), g7y INTERNAL MEDICI
elderly demented patients with behavioral disorders, fifteen showed erica

S<CODEICEERT 2D h, B

The issues described in this oommunication have been addressed in product

.......................................

TS A RO | S35 755 o Sews =5

MU DEBAMESH ATR— bD S5, FiisHR
RZRAHRDIZIRNCHNWTOIMEED ' X
DEUE.

in the drug-treated group compared to the placebo-treated patiep#. These st (]

5106 patients, and several analyses have demonstrated an apgfoximately 1.6 0,,_,,,,, o
mortality in these studi : e deaths I
either due to hegt related events (e.qg., heart failure, sudden death) or in

Antipsychotic Use and Myocardial Infarction in Older Patients With Treated Dementia

Antona Panents, MD, PRO; Acrse Fourner RAGIM, PharmD, PRO; Theerry Ducruet, MSS; Paddy Famngton, PhOD;

Sarahv Catwbe Béland, PhO; Jean-Frangon Datgues, MD, PRO; Ncholas Mocee, MD, PhD; Yola Monde, PHO

Arch Intern Med. 2012;172(8):648-65]. d2i:10.1001/archnternmed. 2012.28

Background Antpsychobc agents (APs) are commonty prescrbed to older PAtENts with dementia. ANDPSYChOLC Lse 15 25500ated with
an ncreased risk of ischemc stroke m the population. Our study amed to nvestbgate the association of AP use with the nsk of acute

The use of myocardal ifarcton (M)

anthSYChOtic medlcation Mothods A retrospective cobort of communtys dwellng oider Patients who nrhiated cholnesterase Hhdetor reatment was xentSed
2 . Detwoen Jarmuary 1, 2000, and December 31, 2000, uang the Quebec, Canada, prescnpon clawrs database. From thes sowrce cohoet, Ml
for people W|th dementia‘ new AP users dunng the study penod were matched with a random sampie of AP nonusers. The nsk of M was evaluated useg Cox

proportional hazards models, adpating for age, sex, cardovascular ek factors, psychotropes drug use, and propensty scores. [n
= #3A00N, & Wil controlied Cate senies Study USG CONMLONN POMION regresson madelng was conducted
Time for action

M\ Among lh- Source cohot! of 32 na (hahnuvnn nhb-lol users, 10 m (?0 55) nuLAted AP uu.moo Withen 1 yoar of
ot L g 2

Sube Banemeeiﬁi(zmo)rn.uﬁl]J"O))kf\O)?nFHs'i'eﬁﬁﬁ EJ(D&%J

70 ANDBFYVEBD D 5. EF’EEJ1875A7J‘h¥a?$%ﬁé‘?é®?ﬁ%’i“i‘b"€b\5
ZDIS5, IWEMIIIDTLBDD(E3.65 A
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A report for the
Minister of State for Care Services

by
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