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INFORMATION
ONBEDAQUILINE
FOR PATIENTS

Whatis Bedaguiline?

sa new s anftubercuoss medicain ha asa ne vy of
Working aginttuberculosis (78} and hs been developed totret
rugerestant uberculoss.

tshould nver etaken alone |t must vy betaken n
combination with ther anT8 medication, and afvays approved
by yourtreeing heakhcare providerwhoneeds to havea good
Undestanding ofyourconditon mulichug-eitent tuberculosi
(HDRTBfourmedicaisory and the curent mediceion ou
atetaking

What are the possible side effects?

Anychug cancauseunante, Unplezsant and sometimes hamfl
effectsonthebody.

Not al poentia sdeefectsof bedaquiine n humans areknow
atthisstage.

Inone clincel i, more desths wereseenn peoplewho were
et it becaquiine comparedtopeople ho didnot recee
bedaquiine s unclarwhethe becaguiine treatment ek
Cabsed any oftheselat,

Themost commenside effects reported nthe tudisto
Giewere

+ Headache

+ Nausea

+ Diarhoea

+ Joint pan

POSSIBLE SIDE EFFECTS

COMMON SIDE EFFECTS

Headache

Nausea

Diarhoea

A

i
Joint pain

Increasein “0r" interval:
(intervlisan lecticl
measurement ofhow te heat
finctonsand anbe eenon
ankCbilecrocadiogran),
fin dbnomal prolonged 7
inervdl ingeses therisk o
heartrhythm disuubances
whichinarecasesmaj catse
cadacaestand sudden
deat Nosignifcant diicd
s efectsduetohearthythm
disurhances could be etected
inthe cunenttudes utits
importattoremenbr that
there havenot e enough
studesyettosay hethr s
dugis completely safeornot

Long (Tintervelcanbecaused
by inherited condidons (el
“(ongenitalLong QT syndrome’
ormedicaors.Somecommon
medicatons can cause s
{incudng TBmedicaons
ormedicaions gien agant
clnical depresion, alerg, gl
ormicrcbialinfecions) s
mportantto tellyourhealtheare
proideraboutll he meicatons
thatyou areusng

IFyoubase

I afamiyistoryofheat
disese o

1 ifyouhaveheartdiease
youselfor

Eachpaenthoudhaerequlr 3. fyouae cnmedicaton it

ECGs toronitor the lecricd
acthitofthei heatand o
measire the )T nervel,

coudhaeefectsonyouheat,
soushoud fst s tisith
yourheatheare providr

Symptoms ke fainting, feeing an irregular fastor
slow heartheat, or seizures should be reported to your
healtheare provider immediately.

Bedaguiling can cause inflammation iritaion o lver
and pancreas tssue, Somemptons tolockoutforare

abdomineorback i, prstentnauseand ndieston A later
symptom could ey, el stooks uch o thisinRanmaton can
ocaurthoutsmptoms soblood festsshoudbe donerequlay o
mioifofos te posble deelooment finur o the fver o pancieas.

Bedaquiline takes along time to be removed by the
odyittakesupto 3 months forhalfo theamountofte g
toberemoved) Detectebleleselsof the dug couldremainin
yourbods forupto2 years Thesigniancea s doremord
poessiscurentynotknoin,

SALODO3IAd4d3 JAIS SMNMOoOIAETS A TTIVI AN LO A

What to do nease of any possile ide effct

Youshoul el your heatare provides immetely aboutany
sdeefacttht you experince whietaking becaquie By acing
quicy thechances et thesideeffecs continue r bcome
Worsean e reduce Sometimes ther mediatons can e given
toredicethesideefects andrmakeyoufee morecomfortble.

Yourwiletretevith othermedicnes foryour TBinfectionas
recommendeby yourdocorhesthcarfcliyoverment
T8 programme. These othermedications could
akohave i efects ot it hee hen

dfeent T8 medicnes are e togetherhey

cansomefimes haveunexpectedsideffcts,

Tellyour healtheare provider
right away fyou have any problems

Youhavethe ight tozskany quetions conceming thepotntil
andorkoow dangersof bedaqulineaany e atonel
iformation ecomes avalable about therik of teing
bedaqunejoushoul benfomed by your eathcare provider

Bedaquiline and HIV treatment

fyouare N postive,your heakthcare roiceril
dicus it you whether s bt o ey stating
Hreatment oottt youwithadrug reginenfor
HVhat avaebedata suggests s aproprteforuse
withbedaguiine Onlya e HI postive subjecs
ith MR T8 were envolle i the lclsudie,but
sofarbedaquline appeared to e generly sefeand
Welltolrted npeopl ingwith Y.



What should you avoid while
taking bedaquiline?

Youshould ot drnkalcohol whie
taking bedaquiie.

!
“ﬂ

General information about the safe and
effective use of bedaguiling

How should | store bedaguiline?

Store bedaquiineat 7' (5°C)

Keep bedaguiinein therignlcontane,
and eep becaquiine cut ot

(o povide,
you ph e provider
aboutbedaguiing thtswritenforheathprfessionl,

Reproductive risks

youare regnantor restfedin,there ey beisstoyou o
Jour by hat ar ot knowmattisime. s ot adedtouse
bedaqune when pregnent or breastfeedingat i tage

Allwomen must avoid falling regnant whle

taking bedaguiline, f you e woman ebleto

become pregnant i notterlsed or s han 2y
sncemenopatsel,jou should se methods fbirth
contrl, These methods should becpenly dicussedwihyour
heahcae rovidr and partne s thet heyare cceptablto
you, effective and sfe.You should coninuevith hese methods
throughout thetiefme of reatment with T8 medicatons

The? methods of birth control could be for example

2 non-estrogen hormonl besed contrceptes sch asthe
tenot progesterone nection) incombinionwith b
contraceptve . mlecondom, diphragm or cenicl cap, o
femalecondom)or

b) an ntrauterne devie D) sed incomboination with bair
contraceptive

Non-oestrogencontraceptive or UD Barrier contraceptive

Amalen femle condomshould ot be sed together dueto
rik o breekage ordemage causd by eexrction,

Qestrogen besed methodsof bithcontrol fuch asthe
contaceptv il mey ot berelialehen taking beequiine
andlorother TBdugs

Youshouldtellyour healtheare provideratonceifyou foll
pregnantorthink hatyou might e pregnan,

Allmen should avid fathering a il while on
treatmentuwith Bedaguilie, Thisis advied s the
efctsofthe medicton on ourspem are nknowny
the ffecof the medlcation o prsitsintheody o
aperodof many mons,

Fyouarea man,tis important tht you sea condom or ot
appvopTae Contaceptive measure o prevent pregnancy when
havng ntecourse These precauions apply throughouttheentre
period o treatment.

Youshouldinform yourhealheare
providerifyour prinerbecomes pregnant
While you ae tokingbedaguiline rfhe
flls pegnant withinonemonth fter
stopping your medication,

How should you take bedaquiline?

Bedaguifngshould avaysbetaken ithothermedicnesto e
T8 Your eakthcateprovider il decide whih ther medicnes
joushouidtale ith bedaguiine.

+ Tekebedaguiine ith food Swllowthe
teblets whol withvwater

+ Tekebedaquilne eactly as your hesthere
providertels youto take . Tke bedaquiine
foratotalof 2 weeks,

+ Teke 400mg talet) e ach iy,

Hyou mis yourbedaguiline dos during Week 1 or Week 2:
Donot akea doubledosetomake p forthe missed dose Take
thenext doseas e

o Toke 200 2 teblet a day 3 ties a week

Forexample you may ke bedaqun on Nonday, Wednesday

and Frcay every week,

Donottake more than 600 mq 6 tablets
bedaguiline duringa? dayperod.

+ Youmayneed totake yourother T8 medicnes forlongerth
Dheeks Checkithyour helth are providr

+ Donot skip bedaguiline dose, f ouskp doses ordonot
completethetotl A weeks o bedaqule yourtreatment my
not ok welland your T may e hadertotrt

+ Fyoutake more bedequinethenyoushoul tektoa
heahcreprovideright vy,

Hyou miss yourbedaguiline doseduring Week 3 to eek 24
Takethe mised dose & soom & possleand esumethethres
fimesa vk sched

Donottake morethan 600 mq (6 tablet] intotal
during 7 day peiod, You shouldtake 2 tablets per
day, thre times  week,

I you missa doseand you arenot sure what o do,
talk o your healthcare provider

Donotstop taking hedaquiline without frsttlking
to yourhealthcare provider,
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Implementation Tool: Pharmacovigilance for IDR-TB Clinical Providers

Active pharmacovigilance is recommended for BIDQ and IDEL. because these drug are new, have
used in a limited number of patients, and the full side effect profile is not yet known.

been
The role of clinical

providers in active pharmacovigilance is to collect as much detailed clinical information as possible and
report this information to the designated management team. This algorithm is intended to guide clinical

providers in their role in active pharmacovigilance.

Monthly routine
clinical monitoring
while on BDQ ad DEL

Patient Started on

BDQ or DEL for MDR-
B

Detailed Routine
history and laboratory
clinical testing

exam

Clinical visit prompted by
symptoms or problems
the patient is having

L N

s t
VB LRI Detailed

directed o
history and
laboratory s
) clinical exam
evaluation

Are these abnormalities
life-threatening?

A\

Document the following in the medial record and
designated PV form:

Abnormalities found
OR Pregnancy found

Report to the
designated

ves
INnstitute iMmmMmediate
clinical care

Report to designated
authority within 24-48
hours

authority
(*may need to
report all AEs
in 24-48 hours
with DEL)

1) What do you think is the cause of these abnormalities?
2) How severe are these abnormalities?

3) Do you think these abnormalities could be caused by a
medication? If yes, which one?

4) What are you doing to manage these abnormalities (i.e.
change medication, start a medication, stop a

medication)?

5) What additional tests are you recommending to assess
these abnormalities?

6) How certain are you about the cause of these

< abnormalities?

7) Did these abnormalities get better, stay the same , or
get worse over time
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