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Drug Utilization Review (DUR)
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Drug Utilization Review (DUR)
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® SEZY (therapeutic duplication)
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Antifungal

HMG CoA reductase
{inhibitors
Simvastatin
Atorvastati

HELEY R (USEE)

Drug! Drug?2 (enzyme inhibition) Consequences |metabl &
conc * = toxicity T)

Non-sedating antihistami Al <

ride| Aplc sotif . Candionoxicity
HMG CoA reductase inhibitors s e, 1 i
fovastatin] itors {indinavir,
T ritonavir, nelfinavir] € rdixaicity

S5R1Incfs

Ergoloids sertratinc] s xuxonstriction
(siprazolam, triazolam] CNS§ depression
{Recainide, lidocaine, lamiodarone} Cardiotoxicity
proceinamide. quinidine|

ASRR S (FHET)

Drgi<-> Dng? <=> Drugd | Consequences
+ fam quinidin. inamide, di sotalol] : QT protongation
+ {cisapride] |
+ {eerfenadine, astemizotke, mequitarine| :
+ (ammitripesti pevazive, imipeaminc. pimoside. :
. A o, i
- i N
- (Eanavih)) isone ( in)j, SSRI 1 Serotonin syndrome
{Muoxetine. Mnoxamine, serraline (Zolofl). paroxetine| i
+ MAO! |selegiline (Jumax ) moclobemide (Aurorix)}- !
+ {dihydrocrgotaminc] * Protonged
+ {sumatriptan (Imigrany| 1 vasoconstriction

4259 738 (ADR €35)

Dnugl Drug2 L ansequences
Vitamin A or retinoids Te yey cerchri
isotrctinai ( S

NSAIDs fibuprofen. tenaxicam] | methotrexate * heratologic toxicity
Aciteetin (Newtigascn: vit AD) | methotronate Weratouicity
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© Indications for Cream and Ointment
® super-high potency corticosteroid formulations
® for the relief of the inflammatory and pruritic
manifestations of corti id-responsive d
© Safety and effectiveness in pediatric patients have not been
lished, Use in pediatric patients under 12 vears of age isnot
recommended.
© Precautions
® Pediatric patients may be more susceptible to systemic
toxicity from equivalent doses due to their larger skin
surface to body mass ratio
® At risk than adults of HPA axis suppression and
Cushing syndrome when they are treated with topical
corticosteroids.

Ed DAIE 401" SVISE Benzonatate
L connindicaied O Sk 7i@: 74 UIR A8 871
boronsiat: THEE © Non-narcotic oral antitussive agent
clobetasol propicaate YBEE 14 O Release of benzonatate from the capsule in the mouth can produce a
[r— HE wmmammemm
Tiuticasonc propiansie ag M.Mmumhmuuwﬂmmduwnp
ctopeofen L © Pedistric Use: Safety and effoctiveness in children below the age of
tesorolac tromethamine FAE 10 has not been estsblished.
lorazcpem FEAE 42T
sutfamncthonrzole, trimethoprim P
topiremate h EH
2otpidem 16HiT

Clobetasol propionate Diazepam

O 2| 71E: BA 67K 19}, FAR 47 0|V AR 371
© Contraindications:
@ Known hypersensitivity to this drug
® Under 6 months of age: because of lack of sufficient
clinical experience
® Acute narrow angle glaucoma
O Pedintric Use: Safety and effectiveness in pediatric patients below
the age of 6 months have not been established.
© Pediatric Dosage
@ Because of varied responses to CNS-acting drugs, initiate
therapy with jowest dose and increasc as required. 1 mg to
2% meg, 3 or 4 times daily initially; increase gradually as
needed and tolerated.
@ Not for use in pediatric patients under 6 months
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Fluticasone propionzate

0 218 AWH 2408 AR B7°
<] for 1l cream 0.06%

® Use with cation in patjents 3 months of age or older.
@ Safety and efficacy of use for > 4 weeks not esahlished
® Safety and efficary in < 3nmomths of age: not esablished

O Precasions

@ HPA ax: in2of i 2and 5
ynudduﬂmmed{ufummﬁm
of the body aurface aea.

© Pediatric patients: be more e to svgernic taxicity
from {mdcm d:mmdm © m@m skin axface 10 bodyy
msm:s

Ketorolac tromethamine

O I 7IE: FAK : 24j0), BA 1 7M0lR AL 871
O Indications
@ Sifety and cffectivencss of eduujy'ﬁéuharcbccn
aﬂwmmm&gm agesof 2and 16
years
@ There islimited data avallable to support the use of mudtiple
doses in pediatric patients
O Precations
® Safety and effectiveness not established in patiernts < 2 years.
L4 mdmm:nmmnﬂedfor
ue Ic patiends.

should condder the

O ered e of Dieotig [iowt g to-allertixny.

Lorazepam

O LR 718 XA - 4% 0lQ AR 271: beray! aloohol Y H -
asdated with neonatal death
O indications

@ Neoratal seinues

Precastons

& The toxic effects I newborms mhuinmmmeunof
flush sohutions, dearly are tobe

Uukbdlnrzwh:mgﬂwuhn ach asthoee presrit when
medications| with berzyi aloohal are administered,

(-]

Sulfamethoxazole, trimethoprim

© I 7@ 0wt 48 371
O Bacteriostatic agent

O Contraindications
® Patientswith a known hypersensitivity to trimethoprimor
adfonamides Y
LN, vith | e to folate
defidency.

L] axdin beaase
Eﬂmmhmmmmmmmm

benzyl slcohol issife for newborns oAy cause
. th f e
Topiramate Zolpidem
O U 718: 24 ojgt AR 271 0 Ul 71&: 164 Dl ALE 271
© Anticorvulsant o N & N fthe das
© Indicationsand usge : ooy
. ;mmmm (topiramate) Teblets and TOPAMAX® g mc“’“"cd:“‘s None knowm.
e les are
& Sefety and effectivencss in jents below the age of
merammmymepmmmms mﬁi’emm ggdlxﬂcwﬂ o
donic
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“Off-label” Uses of Drugs

©O ‘An off-labe] use, slso known as an “unapproved’ vee of
m?wdﬂ,mmamunhmw«
indqupwed
Oltlslnﬁ:nt that "unapproved use/
dnsnothqiyan!ngnpua-mql
Ornbed.ullsd‘ld:d\mm the only, or
b&hmuﬂdiehawﬂcmmhadﬂd
- Testhreny By THE AMERICAN ACADEMY OF PEDIATRICS
‘Before the Sboonrittes on Hoown Rescrces ed iy

oz

1L Ore-LaBEL USES AND INFORMED CONSENT
A. Of-Label Use is Legal, Commion, and Necessary

FUA e er i had suthority b repulate the practice of medivine: physiciaus niay
ue legadly marketed drugs or devices in any way it they befieve, in their profe-
storul judgment, will best serve their patients.” Courts Tave repeatediy recogaized
the prpriety of off-label use."” and several states satsturily recopnize ofl-fabel use m
varios contexts.” New Jersey ix typical of such states, in that # requines iedival
i w pay “for treatments other than those stated in the tabeling approved by the
The New Jensey kguhlur: tiund that uli-fabe] use ~is fegal when prescribed
dicadl wa s} to the way in nimh appropr mle mmin al
trcatnent o pm\ ul«l and is often “nec and [l

JAMES M. BECK. ELIZABETH D. AZARL ¥DA, Ofi-Label Use. and Informed Consent:
Debunking Myths and Misconceptions. Fuad and Drug Law Journal 1998537 -104.

tn this sapw satement. FIDA abso stated that o does 0ot reputae ofi-label use.
i

0 1952, the agency instied 3 pohicy statement on the “Use of Approted Drugs

fow Uinlaheled fauhications.” e the FIYA Drug Bulletin. That statentent seads.

@ partinew pantc

The FDRT Act does 1ok, Tewever, fimat e manner i which a

physician may tee an approrved dnig, Once 3 product has been ap-

proved or marketing, o+ Ph a0 may prexcrthe 11107 thes of
imeth ne patient poputations that are net included in

%\aﬂ Jaheling.

CA pm\nk\ FOA with exphicn reguistony authonty aver the use of’
devicen. The agen)™s tphesnicntaton has heen the same, however, because
beth the st and the agency s fegelations prus ide exemptions fur the use
of desiees when a part of the practve of medicme.™

U fabed use is 60t only legal and ethical. but i3 2 catmon and integral feature of
medical practice.” The pace of medical discovery invanably runs far abead of FDA
regulit chiissery. and ofi-obel tse 1< frequently ~state-of-the-aet treatent. ™

New uses for drups are often discovered afier FDA approves the package
insents that explain & drug's approved uses. Congress would have created
havac in the practice of mednane hd it mquued 'tysmans to follow the
ive and ti raining FDA approval hefore
mmd@mm wsex. Thuy Congress ewmtedthepmmornndmne
fram the [FDCAT 20 25 noft 1o fimit a phnsician's ability to treat his patients™
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