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™ APPENDIX B

Example of the Food and Drug Administration Atypical
Antipsychotic Drug Patient Information Sheet

=)

Patient Informalion Sheet

[Generic drug name]
{marketed as rand name])

Thisis a sanmary of the most important information sbout {drog
nams]. For details, tall fo your healthcare professonsl.

What Is [drogname]?

»  [Drugneme) isin s class of medications called atypieal
snfipgychotics. Avtipsyehotic medicings are used to et
symptan s of schizoglweds that m gy include beadng
vaces, seeing things, or sensing thivge thet are ot there,
mistaken belisfy or wmsual sesplciousness.

«  [Drugneme] isused fo weat mixed or maric episodes in adults
who hure & condition called Bipoler [ disordat. Bipoler
disorder is 2 mental {llness that causes extreme mood
swings.

What Are The Risks?

The following are the rishx aud potentiol side affpck of [drug
nume} therapy. Hovever, ilis Nt iv wod conplate.

*  Increased chmice of death in dderly prssons. Eldedy
polients treated with aiypicd enlipeychotics such as {irug
nams], for dementis rad a higher chanes for death than
patients whe did not {eke the medicioe, [Dmgmane]is nob.
approved for dem entia,

« A Hfedireatening nervous sysiem problen called
nenroleptic ma¥gaont syndrome (NMS). HMS sen
cutize & tgh Fever, siff muscleg sweding a fashor
irregular heat beat, change in blood pressure, aod
corfusion. NS can effect vouw kidoeys, WMB isa
medical emergency. Call wour hedlthoars professional
fight away if you experience these symploms,

» A movaweont problem called tardive dystduesia (TD)
Call yourhealthoars professtonal dght ewray if you get
mustle movements that cannct be stopped.

»  High dood sugor and diahates. Patients with dishetes oo
who have e gher chanve for dabetes dhould bave thelr
ood soger checksd ofte

»  Shrokas have happened in ddey patients treated for mental
i{thnessfrom dem ertia. [Drug same] is not approved for this
usg,

s Diherserious side effects with [dosg tam o] gy includs low
blood pressure seen as dizniness increased head beat and
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possibly fainting, seizures; inoressed body famperatore,
and dffioulty swedlowing,

*  The mostconuox side affecis m sy incinde headache,
weakness, nauses, Yomiting, constipation, eixiely,
protlems deeping lightheadedness (dizginess),
sleepiness, restlessuess md rash

What Should 1 Tell My Healthcare Professional?

Befors you start taking Jdrug mame], tell yous healthewrs
professional i you

« have or had heart problems

#  have or had seizures

»  heve of had diabetes or incressed blood sgar

*  are rying lo become pregoa, are alrsady pregnant, or
are breast-feading

«  dank slcohod

Are There Any Interactions With Drugs or Foods?

Bscause corteln other medicaons can interact with [divg name]
review all medicatinns that you ars tsking with your

healfticars profesdoned, intluding those that you take withot

a presaription,

¥ our bealtheare profesdonsl may have to adiusd youe dose o
walch you rmare slossly if you take the following

« Ylood pressure medicines
«  kefocomazole

¢  quinidine

»  cabamazepine

«  fluaretine o parocstine

Avoid deinking dedhol while tsking [dog name].
Is There Anything Flse | Need to Know?

»  [Dieug name)] may impedt fudgment, thinking, or moter gkifs,
¥ o shionld be cwrefid in opersting machinery, including
autarmobites, wiil you know how [drug rame] affests you

»  Itdsimporiant to avoid overheating snd dedurdration
lowet while tabing {drug nem e). Drugnem e} meymake it
harder 1o Jow er your body temperdure
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