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FDA APPROVED I NO CATI ONS
Dfiadisindcaedinaddt and ped aric paients aged 6 nonths and dder far thetrea nment o C dffidl e-assod a ed
d arrhea (CDAD).

Usage
Toreduce the devd opnment d drug-res sant bacteria and nai ntanthe effediveness o Dfidd and a her arti bacterid

drugs, Dfidd shou d be used orlytotrea irfedionsthat are proven o srondy suspectedto be caused by C dffidle
When cutue and susceptihilityirfor meti on are avdl ad e they shod d be cons deredin sd edting or nmodfying arti bact eri d
therapy. Inthe absence o such data locd efd denmd ogy and suscepti kility patterns nmay cortribuetothe empiric

sd edtion d therapy.

COVERAGE CRTER A
The request ed drug wll be covered with pria aut hori zati on whenthefdlowng criteria ae net:
e The patient hasthe dagnoss d C dffidle-assod aed d arhea (CDAD corfir med by a positive ¢ od assay

RATI ONALE

Theirnten d the citeriaisto provi de coverage cons sent wth product | abding FDA gu dance, sandards d medi cd
practice, ev dence-based drugirfa rmetion and or puldished gu ddines. Dfiddisind caedinadut and ped aric paierts
aged 6 nonths and d der for thetrea nent o C dffidle-assod @ ed d arhea (CDAD).

The recommended dose for adutsis 200 ng ordlytwce dalyfa 10 days. The recommended dos ngfa ped aric
patients, who we gh a least 125 kg and are aldeto swall owtald & s, is 200 ng ordlytwce dalyfa 10 days. If unad eto
swalowtald es o wa ghlessthan 125 kg Dfidd ad suspensionis avalald efa use Therecommended dos ngfa
ped aric paientsis based on body we ght and admristeredvia ad syringetwce dalyfa 10 days.

Qostridumdffidleirfecion (CO) is defined by the presence o synptons (usudly darhea) and dther astod test
positivefa C dffidletoxns o detection df toxigenc C dffidle a cd onoscop ¢ or h sopa hd og cfind ngs reveding
pseudo e mbr anous cditis*

Intwo randonized, doud eHdindedtridsinadut paients Dfidd had adincd responserae a the end o the 10-day
trea ment periodtha was non-irferiartoad vanconydn Dfidd denonstraed superia sustd ned diricd responseto
ord vanconyd n defined as diricd response a the end o trea ment and survival wthout proven o suspected CDAD
recurence through 25 days beyondthe end o trea nment. Ths dfference was due tolower raes d proven o suspected
CDAD duringthe fdl ow up periodin Dfid dtrea ed paients. S nila raes d diricd response & the end o treat ment and
proven o suspected CDAD duringthe fdlow up period were seenin Dfid dtrea ed and vanconyd ntreat ed pati ents
ifeced wthaBisdae

The saf ey and dficacy o Ofiddin ped aric paients6 nmonthstolessthan 18 years wasinvestigaedin a Phase 3
mul ti cert er, i nvesti ga or-Hinded, randonized, conparativetrid.
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9 ncetherecommended duraion o trea ment wth Dfid dfa C dffidle assod aed d arheais 10 days, the duraion o
approvd wil be 10 days if coverage criteriais net.
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CR TER A FOR APPROVAL

1 Does the paiert havethe diagnoss d C dffidle assod @ ed d arhea (CDAD corfir med Yes No
by a positive ¢ od assay?

Mappi ng | nstr ucti ons

Yes No DEN AL REASONS — DONOT USE FOR MEDO CARE PART D
1 Approve, 10 Deny You do na neet therequrenents o your dan Your g an coversths
days drug when dl d these conditions apgy:.
- You have bacteriacetdntype o bacterid ifedionthat is caus ng
d arhea

- Thetype o bacteria has been corfirned by a sod test
Your request has been denied based ontheirf o nmeti on we have

[ Short Description No approval e d agnosi s, no confirmati on o
d agnos g
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