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Getting Started With MAVENCLAD

Downlood, print, or email professionol resouwces obout MAVENCLAD ond treating

relapsing muitiple sclerosis (FMS]

ePrescribe at Manage your patlents on thelr MS treatment Journey with
MS Lifelines Pro™ MAVENCLAD

Through the M5 LifeLines Pro portal, you can start a patient prescription, sign up
to receive alerts, send messoges 1o the MS Lifelines team, and more. To registar,
visit the portal online by clicking the button below or call 1-877-447-3243.

REGISTER AT MS LIFELINES PRO™ [

In addition to M5 Lifelines Pro portal, there are other options to help initiate and
manage prescriptions., Visit 1Assist 7 and CoverMyMeds [ to explore additional
platforme.

Service Request Form [
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o Request e You can prescrbe MAVENCLAD using a Service Request Form. Just print it, fll it
out, and fax it 1o 1-866-22T7-3243 to got started. Complating this form with your
patient also gives them the ability to sign up for one-on-ong SUPPOFT sefvices
provided by M5 Lifelines”.

M ERCLAD

Questions about filling out the Service Request Form?

| GET INSTRUCTIONS HERE B

Sesm s Treatment Initiation Considerations [
B e
— View the treatment initiotion considerations for helpful information to take into

Rp—— account priof to prescribing MAVENCLAD for your patients
Dosing Guide [
DOSING GUIDE
Leam about weight-based dosing and convenient MAVENCLAD packaging.

INDICATION and IMPORTANT IMPORTANT SAFETY INFORMATION
SAFETY INFORMATICN for
MAVENCLAD" (cladribing] tablets

MAVENCLAD" [clodriine] s indicated for the
wreotmentof refapsing forms of mulkiplie
sclerosis (MS), to inciude relopsing-remitting
diseqse ond active secondary progressive

WARMING: MALIGNAMCIES and RISK OF TERATOGEMNICITY

* Treatment with MAVENCLAD may increase the risk of malignancy. MAVENCLAD is
contraindicated in patients with curment malignancy. In patients. with prior malignancy or with
increased risk of malignancy, evaluate the benefits and risks of the use of MAVENCLAD on an
individual patient basis Follow standard cancer screening guidelines in patients treated with

diseqase, in odutts, Becouse of its safety MAVEMCLAD.

profile, use of MAVENCLAD is generally # MAVENCLAD is contraindicated for use in pregnant women and in women and men of

recommended for potients who hove had on reproductive potential who do not plan to use effective contraception becouss of the

inodeguote response to. or are unabile to potential for fetal harm. Malformations and mbrwlﬂhuﬁty eccurred inanimals. Exclude
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* Patients with current malignancy.
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[P .— ¢ Pregnant women, and women and men of reproductive potential who do net plan to use
S S effective contraception during and for & months after the lost dose ineoch treatment course.
May cause fetal harm

Patients infected with hurman immuncdeficency viue [HIV).
= Potients with active chronic infections le.g., hepaotitis or tuberculosis].
* Patients with o history of hypenensitivity to chadribine
‘Warnen intending to breastiesd on a MAVENCLAD wreatrment day and for 10 doys ater the last
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nat been studied. Fallow standard cancer seresning guidelnegs in
with MAVENCLAD.

* Risk of Teratogenicity: MAVENCLAD moy couse fetal harm when odministered 1o pregnant
women, In fernales of reproductive potentiol, exclude pregnancy before initiation of each
treatment course of MAVENCLAD and prevent by the use of effective contraception during
MAVENCLAD dosing and for ot least & months after the lost dose of each treatment counse
Weomen who become pregnant during treatment with MAVENCLAD should discontirue
trectment.

Lymphopena: MAVENCLAD couses o dose- depandent réduction in lymohooyte caunt.
Concomitant use of MAVENCLAD with nematctoaic drugs may increase the risk of adverse
rencticns becouse of the additive hematological effects. Monitor lymohocyte counts before,
during. tnfd-r reatrmant
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and on increatkd rigk of infections has been abserved in
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nit pericus infections incllded herpes roster and pyelonephvitie. Fungal
¢ ed, including cases of coccldioidomycosis. Single fatal coses of
uﬂ'Wnum hepatitis B were reported in the clinical program.

patiEnts for active and lateit infectiond [tuberculosis, hepatitis B o C). Delay
ErEatmnt unatll infectan i 'ull'.l i lved or cantrolled

+  Voccinate patients who are seronegotive for vancella zoster virus (VZV) prior 1o treatment
Woocinate patients who are seropasitive to VIV with recombinant, odjuvanted zoster
vaccing either prics to or during treatment, incuding when their lymphocyte counts are
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Administer anti-harpes prophyloxis in potients with iymphocyte counts less than 200 cells
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SAFETY INFORMATION for +  Progressive multifocal leukoencephalopathy (PML has been reported in patients treated
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= \fmphnanma MAVENCLAD couses o dose-dependent reduction in lymphocyte count.

© e SUTERCTED SONERSE REACTIONS, comiges BMIL Sens b o0 490 SE 5088 gxs 5663
o Frg'!' '?! = %EEG:IE"h Wﬁ%ﬁﬁ%ﬂ%&%m Manitor lymphocyte counts before,

Plo Sy Bile FLALEPWE SOMIETSOAHF ORMATION, inchuding BOXED WARNING:

« Infections: Senous, including fe-theaatenng ar fatal, infections hove ootumed. MAVENCLAD
reduces the body's Immune defense, and on iIncreosed risk of nfections has been observed in
patents recehing MAVENCLAD. Infections sccured in L9% of MAVENCLAD-treated patents
companed to LL% of potents reated with plocebo in clinioal studies; senous or severe
infections occurned in 4% of MAVENCLAD- veoted patients and 20% of plocebo-treated
patients. The most frequent serious infections included henpes zoser and pyelonephvitis. Fungal
infections were obierved, mcluding cases of coccidicidomycosin. Single fatal coses of
tuberculosis and fulminant hepatitis B were reported in the clinical program

Screen patients for octive ond katent infections [tulberculosis, hepotitis B or Cl. Delay
treatment until infection i fully resalved or controlled

Woocinaté potients who oné serornegotive for vancella Bostes virug VZV) PRI O Tt e
Wazinate potlents who ong ssropositive 1o VIV with recombslnant, adjuvanted soumes
vaccing ither prio 1o or during treatment, including when thelr iyrmphocyte counts are
kess than or egual 1o 500 cells per microlite:

Acdminiter anti-herpes prophylaxis in potients with lyrnphocyte counts less than 200 cells
per microlites Monitor for infections.

Progressive multifooal leukoencephalopathy (PML hos been reponed in potients treated
with porentenal clodniblne for oncologic indications. Mo cose of PML has been reported in
chnical studies of cladribing in patents with MS. Obtaln & bassline magnetic resanance
maging (MBI within 3 ranthe Defore intiating the fest reatrment course of MAVENCLAD
At the first sign of PML, withhold MAVENCLAD and perform an evaluation

Acimindter of immunizations [sscept o noted for VIV) acconding to immunization
Quidelines prior to storting MAVENCLAD. Adminigter Fve-ottenucted or live voccines ot
lwast L to & weeks prior to starting MAVENCLAD due to risk of infection

* Hemotologic Toxicity: In odditon to lymphopenia, decrecses in other blood cells ond
rematologieal porcirmeters hode been eporteed with MAVENCLAD in cinkzal stusles, Oltain
complete blood count (CBC) with differential including lymphocyte count befose ond during
treatment, penodically theseofte, and when clinkcally indicoted

= Graft-vemus-Host Disecse with Blood Transfusions: Transfusion-onccioted graft-venui-hast
diseawe hon been abserved rarely after tronsfusion of nonicrodliated Blood in patients trected
with cladribine for non=ME treatment indicotions. In patients who reguine blood transfusion
Irracliation of callular blaad Somponents i reoommended

* Liver Injury: In clinical studies. 0.3% of MAVENCLAD-treated patents had lwer injury (serious or
causing treatment discontinuation) compared to 0 plocebs potients. Obtain serum
aminatransferote, alkaine phoiphatase, ond wotal bilinubén evels pricr to treatment
Discontinue MAVENCLAD if clinically sigrificont lver injury is suspected

* Hyperiensitivity: It o hypersenaitivity reaction |8 suspected, discontinue MAVENCLAD therapy.
Do reat usd MAVENRCLAD In paotients with o histary of hypesensithity 1o clodribine

» Cardiac Failure: In chnical studies, oneé MAVENCLAD-veoted patient experenced fe-
theeatening ocute cordiac fallure with myocarditis, which improved after approximonely one
wask Cote of cordiac failure hove alo been reported with porentenal clodribine used for
treatment incdications othes than multiple iclerotis. Instruct patients 1o week medical advice if
thay superience wyrmptoms of condiog fallure (#.g.. shortness of breath, ropid o iregular
heartbeat, swelling]

Adverse Reactions: The modt comman adverns reactiont [nciclence of »20%|) are upper Mepiratary
tract infection, headachs, and lymphopena

Drug Interactions: Concomitont use with immunotuppressive o myslcauppresiive druge and some
Immisnemadulotory drugs [#.9. Interferon Leta) B not mcommended ond may ncreoie the rek of
advenie moactiond. Acute short=term therapy with corticomtencids con be administersd. Monitor for
agditive effects on the hematological profile with use of hematosle drugl Avold concomitant ule
af antiviral and antirstrovinal dregs. Avold concomitant use of BCRP or ENT/CNT inhibitors as they
oy alter bioovalabiity of MAVENCLAD,

Use in Specific Populations: Stucdies have not besn peformed in pecliatric, or slderty potients =45
yeary, pregnant or breastfesding women. Use in patients with moderate to severs renal or hepatic
Irnpairrrent in ot recommanided

To mepont SUSPECTED ADVERSE REACTIONT, contact EMD Serana, Inc. ot 1-800-283-8088 ext. 5643
ar FD& ot 1=800=FDaA= 1088 or www ido.gov medwatch

Pleass se8 FULL PRESCRIBING INFORMATION, inciuding BOXED WARNING
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