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EVENITY"

(romosozumab)injection

THE TIME
1S NOW

In case of a recent fragility fracture,

\_ BUILD BONE RAPIDLY _J
WITH EVENITY FIRST

to help prevent new fractures.

Then protect with an antiresorptive.™?

*In the EU ai d h UK, EVENITY is indicated in treatment of severe osteoporosis in postmenopausal women at high

r 1 risk of fra. t 3 Licensed indic t on may y between countries. Please consult your local prescribing information
:h b for e pre b g y drug. Prescribing information and adverse event re| porting are available on pages 6-8 of this

L J material. Ad t sho Idb reported. Reportin gf orms an d nfol rmat n be obtained from your local regulatory
uthority. Adve should also be reported to UCB. This material is d d for healthcare professionals only.




There is a critical need to help prevent
subsequent fractures in your postmenopausal
osteoporosis (PMO) patients*

Among

PMO patients
with a hip
fracture,

A postmenopausal =~ more than 1 in 3
’s risk of 57 (38.0%) had
womanss risK or a Giae already suffered a
secondary fracture =~ = previous fracture.*
is increased by '
5x in the year

following an

< ¥ Analysis of 35,146 women aged 55-90 years who suffered an
e 5 index fragility fracture in 2013 from Swedish national registries.
Inltlal fraCturel y o L The cumulative incidence of new fractures within 12 and 24
§ - 3 months following index fracture was assessed.*

The possible impact of fragility fractures
on quality of life®

: Inability to participate
Pain : =
in usual activities
Functional Loss of
decline independence

Impact of fracture data are adapted from a cross-sectional study in osteoporosis patients from the United States by Gold T, et al. 2019.%



Postmenopausal women who may benefit
from EVENITY have severe osteoporosis
and are at high risk of fracture!

Recently diagnosed with severe
postmenopausal osteoporosis after
a vertebral fracture!

High risk of another fracture!

T-score: -2.9 at lumbar spine,
-2.5 at femoral neck?

No history of myocardial infarction
or stroke*!

Normal blood calcium*?!

This patient profile is hypothetical and not based on real patients,
patient images are used for illustrative purposes only.

*In the EU and the UK, EVENITY is contraindicated in patients
with hypersensitivity to the active substance(s) or any excipients,
hypocalcaemia or a history of myocardial infarction or stroke.'?

EVENITY is the first and only sclerostin
inhibitor with the dual effect of building
bone and reducing resorptiont%78

Help strengthen your patients’ bones with EVENITY
first for 12 months then transition to an anti-resorptive,
such as alendronate or denosumab, to extend the
benefit achieved by EVENITY beyond 12 months!?




Build bone with EVENITY first for
12 months!?

significant fracture risk reduction
,2

039% absolute risk reduction
0% relative risk reduction

P<0.001 in new vertebral fractures at Month 24 with romosozumab-to-
alendronate vs alendronate alone (co-primary endpoint)*

Romosozumab-to-alendronate showed a significant
risk reduction in fractures vs alendronate alone at
primary analysis (median 33 months):1*

9.7% vs 13.0% incidence of clinical fracture (co-primary endpoint; nominal P<0.001)"
8.7% vs 10.6% incidence of non-vertebral fracture (nominal P=0.040)"
2.0% vs 3.2% incidence of hip fracture (nominal P=0.02)"

Rapid and significant improvements in
BMD vs alendronate and vs teriparatide!-%°

Romosozumab improved BMD vs alendronate alone
(P<0.001)**? and vs teriparatide (primary endpoint;
P<0.0001)S in just 12 months®

*There was a 4.03% ARR (95% ClI: 2.50, 5.57), 50% RRR (95% ClI: 34, 62) in new vertebral fractures with romosozumab-to-alendronate
vs alendronate alone at Month 24. Incidence of new vertebral fracture at Month 24 was 4.1% (n=74/1,825) with romosozumab-to-
alendronate vs 8.0% (n=147/1,834) with alendronate alone (adjusted P<0.001).121° 'At primary analysis (median follow-up approximately
33 months) incidence of clinical fracture was 9.7% (n=198/2,046) with romosozumab-to-alendronate vs 13.0% (n=266/2,047) with
alendronate alone (nominal P<0.001), incidence of non-vertebral fracture was 8.7% (n=178/2,046) with romosozumab-to-alendronate
vs 10.6% (n=217/2,047) with alendronate alone (nominal P=0.040), and incidence of hip fracture was 2.0% (n=41/2,046) with
romosozumab-to-alendronate vs 3.2% (n=66/2,047) with alendronate alone (nominal P=0.02).12%° ‘In the ARCH study, patients receiving
romosozumab had greater gains in BMD from baseline at all measured sites and all time points than patients receiving alendronate
alone. Gains were achieved by Month 12 and maintained at Month 36 after transition from romosozumab to alendronate (P<0.001 for all
comparisons).t? §In the STRUCTURE study, the mean percentage change from baseline in areal BMD by DEXA scan at the total hip through
Month 12 was 2.6% in the romosozumab group vs -0.6% in the teriparatide group. (3.2% difference [95% ClI: 2.7, 3.8; P<0.0001]).°



The safety profile and tolerability of
EVENITY was assessed across 19 clinical
development programmes!!

Summary and frequency of adverse events from the romosozumab Phase 3
clinical trial programme:!

Product Characteristics.*
Very Nasopharyngitis Infections and infestations Romosozumab is
common Arthralgia Musculoskeletal and connective tissue disorders contraindicated in patients
with hypersensitivity to the
) - X ) ) active substance(s) or any
Common Sinusitis Infections and infestations excipients, hypocalcaemia or
Hypersensitivity* Immune system disorders a history of Ml or stroke.!
Rash Immune system disorders Frequencies are defined as:
Dermatitis Immune system disorders very common (21/10), common
Headache Nervous system disorders (21/100 to <1/10), uncommon
Neck pain Musculoskeletal and connective tissue disorders (21/1,000 to <1/100),
3 . . rare (=1/10,000 to <1/1,000).*
Muscle spasms Musculoskeletal and connective tissue disorders
Injection site General disorders and administration site Please refer to .
. . . Contraindication and Special
reactions conditions N ;
Warnings and Precautions
in the Summary of Product
Uncommon  Urticaria Immune system disorders Characteristics for more
Hypocalcaemia’ Metabolism and nutrition disorders information. "The most frequent
Stroke$ Nervous system disorders injection site reactions were
! Y pain and erythema.! ‘Defined as
Cataract Eye disorders albumin adjusted serum calcium
Myocardial infarctionS  Cardiac disorders that was below the lower limit
of normal. SPlease refer to
. . Myocardial infarction, stroke
Rare Angioedema Immune system disorders and mortality in the Summary
Erythema multiforme  Immune system disorders of Product Characteristics for

Adverse reaction

MedDRA System Organ Class

J

Adapted from the EVENITY
(romosozumab) Summary of

more information.!

A treatment journey that keeps life moving?

ONCE MONTHLY

2x subcutaneous
105 mg injections*
Administered one after the other (1 dose)*

Treatment should
be initiated
and supervised
by specialist
physicians
experienced in
the management
of osteoporosis.”

A
FOR 12 MONTHS?
‘.

Please see the EVENITY
Summary of Product Characteristics
for further information.

Transition to an
anti-resorptive
Such as alendronate
or denosumab?

*Administration should be performed
by an individual who has been trained
in injection techniques.!

tPatients should be adequately
supplemented with calcium and
vitamin D before and during treatment.t




EU and UK

Prescribing Information

In the EU and the UK, EVENITY is indicated in treatment of severe osteoporosis in
postmenopausal women at high risk of fracture.'? Licenses may vary by country, please
always refer to the Prescribing Information (PI) in your country before prescribing any
drug. Adverse events should be reported. Reporting forms and information can be obtained
from your local regulatory authority. For UK healthcare professionals, reporting forms and
information can be found at https://yellowcard.mhra.gov.uk/. Adverse events should also be
reported to UCB.

The full EU SmPC can be found HERE.

The full UK Prescribing information can be found HERE.

For Irish prescribing information, please scroll to page 7 of this material.

For Czech Republic prescribing information, please scroll to page 8 of this material.

Not a real patient.



https://yellowcard.mhra.gov.uk/
https://www.ema.europa.eu/en/documents/product-information/evenity-epar-product-information_en.pdf
https://www.emcpi.com/pi/37322?utm_medium=pi-url

Republic of Ireland

Adverse events should be reported. Reporting forms and information can be found at
www.hpra.ie/homepage/about-us/report-an-issue. Adverse events should also be
reported to UCB (Pharma) Ireland Ltd at ucbcares.ie@ucb.com or 1800 930075.

PRESCRIBING INFORMATION FOR HCPs IN REPUBLIC OF IRELAND
(Please consult the Summary of Product Characteristics (SmPC) before prescribing)

EVENITY® (romosozumab) Active Ingredient: Romosozumab — solution for injection: 105 mg of romosozumab in
1.17 mL of solution (90 mg/mL).

Indications: Severe osteoporosis in postmenopausal women at high risk of fracture.

Dosage and Administration: Treatment should be initiated and supervised by specialist physicians experienced

in the management of osteoporosis. Dosage: 210 mg administered as two equal subcutaneous injections of 105

mg each once monthly for 12 months. Patients to be adequately supplemented with calcium and vitamin D before
and during treatment. Following completion of therapy, transition to antiresorptive therapy is recommended. Renal
impairment: No dose adjustment is needed. Serum calcium to be monitored in patients with severe renal impairment
or receiving dialysis. Elderly: No dose adjustment needed. Discontinuation: see SmPC for guidance.

Contraindications, Warnings, Precautions for use: Contraindications: Hypersensitivity to romosozumab

or to any of the excipients listed in the SmPC; Hypocalcaemia; History of myocardial infarction or stroke.
Warnings and Precautions: Myocardial infarction and stroke: An increase in serious cases of cardiovascular
events has been observed in romosozumab treated patients compared to controls. Consideration should be given
to fracture risk over the next year and cardiovascular risk factors. If a patient experiences a myocardial infarction
or stroke during therapy, treatment should be discontinued. Hypocalcaemia: Transient hypocalcaemia has

been observed. Hypocalcaemia should be corrected prior to initiating romosozumab. Limited safety data

in patients with severe renal impairment or receiving dialysis - calcium levels should be monitored in these
patients. Hypersensitivity: Erythema multiforme, angioedema and urticaria have been reported. Osteonecrosis
of the jaw (ONJ): Consider risk factors when evaluating risk of developing ONJ. Atypical femoral fractures:
Atypical low-energy or low trauma fracture of the femoral shaft have been reported rarely. Consider interruption
of romosozumab in patients presenting with an atypical femur fracture, based on an individual benefit-risk
assessment. Refer to SmPC for full information. Interactions: No data available.

Fertility, pregnancy and lactation: Not to be used in child-bearing potential, pregnant or breastfeeding women.
Risk for malformations of developing digits in the human foetus in the first trimester, a period when placental
transfer of immunoglobulins is limited. No data available on human fertility.

Driving and use of machines: No or negligible influence on ability to drive and use machines.

Adverse Effects: Very Common (> 1/10): Nasopharyngitis, arthralgia. Common (= 1/100 to < 1/10):
Sinusitis, hypersensitivity, rash, dermatitis, headache, neck pain, muscle spasms, injection site reactions.
Uncommon (= 1/1,000 to < 1/100): Urticaria, hypocalcaemia, stroke, cataract, myocardial infarction.
Rare (= 1/10,000 to < 1/1,000): angioedema, erythema multiforme. See SmPC for further details.

Pharmaceutical Precautions: Store in a refrigerator (2°C — 8°C) in original container, do not freeze. Keep pre-filled
pen in the outer carton in order to protect from light. Do not return to refrigerator after use; EVENITY can be kept
at up to 25°C for up to 30 days in original container. Product should be discarded after this period.

Legal Category: POM
Marketing Authorisation Numbers: EU/1/19/1411/001

Marketing Authorisation Holder: UCB Pharma S.A., Allée de la Recherche 60, B-1070 Brussels, Belgium.
Further information is available from: Republic of Ireland: UCB (Pharma) Ireland Ltd, United Drug House, Magna Drive,
Magna Business Park, City West Road, Dublin 24, Ireland Tel: +353 1463 2371 Email: ucbcares.ie@ucb.com

Date of Revision: Aug 2024 (IE-RM-2400111) EVENITY is a registered trademark.



https://www.hpra.ie/report-an-issue

Czech Republic

Zkracena informace o pripravku EVENITY

Nazev pripravku: EVENITY 105 mg injekéni roztok v predplnéné injekéni stiikacce.

Kvalitativni a kvantitativni sloZeni: Jedna predplnéna injekéni stfikac¢ka obsahuje romosozumabum 105 mg v 1,17 ml
roztoku (90 mg/ml).

Lékova forma: Injekéni roztok (injekce).
Terapeutické indikace: Pfipravek EVENITY je indikovan k 1é¢bé téZké osteopordzy u postmenopauzalnich Zzen s vysokym
rizikem zlomenin.

Davkovani a zpusob podani: Doporudend ddvka romosozumabu je 210 mg (podavana ve formé dvou subkutannich injekci po
105 mg) jednou mési¢né po dobu 12 mésicd. Pacientkdm ma byt pfed a béhem Ié¢by adekvatné doplfiovan vépnik a vitamin D.
Pacientky vzdy obdrzi pfibalovou informaci a Viystraznou kartu pacienta. Po ukonéeni 1é¢by romosozumabem se doporuduje
prechod na antiresorpéni 1é¢bu, aby se prodlouZil pfinos dosazeny romosozumabem i po 12 mésicich. K podéni davky 210 mg
se pouziji 2 subkutanni injekce romosozumabu, které se poddvaji do oblasti bficha, stehna nebo horni ¢asti paze. Druha injekce
se poddvd okamzité po prvni, ale do jiného mista. Aplikaci ma provadét osoba, kterd byla vyskolena v injekénich technikach.

Kontraindikace: Hypersenzitivita na lé¢ivou Idtku nebo na kteroukoliv pomocnou ldtku. Hypokalcémie. Infarkt myokardu nebo
cévni mozkova pfihoda v anamnéze.

Zvlastni upozornéni a opatfeni pro pouziti: Infarkt myokardu a cévni mozkova piihoda: V randomizovanych kontrolovanych
studiich byl pozorovdn vyssi vyskyt zdvaznych kardiovaskularnich pfihod (infarkt myokardu a cévni mozkovad pfihoda) u
pacientek lIé¢enych romosozumabem ve srovnani s kontrolnimi skupinami. P¥i rozhodovéni, zda pouzit romosozumab u
konkrétni pacientky, se ma zvézit riziko zlomenin pro nadchdzejici rok a riziko kardiovaskulérni pfihody u této pacientky na
zékladé rizikovych faktort (napf. zji$téné kardiovaskuldrni onemocnéni, hypertenze, hyperlipidemie, diabetes mellitus, kouren,
tézka porucha funkce ledvin, vék). Romosozumab se ma pouzit pouze v pfipadé, Ze predepisujici Iékar a pacientka souhlasi, ze
prinos prevazuje nad rizikem. Pokud dojde u pacientky béhem Ié¢by k infarktu myokardu nebo cévni mozkové piihodé, je nutné
1é¢bu romosozumabem ukondit. Hypokalcémie: U pacientek lIé¢enych romosozumabem byla pozorovéana prechodna
hypokalcémie. Hypokalcémie musi byt korigovéna pfed zahdjenim lé¢by romosozumabem a pacientky je tfeba sledovat pro
pripadny vyskyt znamek a pfiznakd hypokalcémie. Pokud se u pacientek objevi suspektni pfiznaky hypokalcémie béhem lécby,
je tfeba méfit hladiny vdpniku. Pacientkdm ma byt adekvétné doplriovén vapnik a vitamin D. Hypersenzitivita: V klinickych
studiich ve skupiné s romosozumabem se vyskytly klinicky vyznamné hypersenzitivni reakce, véetné angioedému, multiformniho
erytému a urtikdrie. Pokud dojde k anafylaktické nebo jiné klinicky vyznamné alergické reakci, musi byt zahdjena vhodnad Ié¢ba a
ukonéeno poddvani romosozumabu. Osteonekrdza celisti (ONJ, osteonecrosis of the jaw): ONJ byla vzacné hldsena u pacientek
lé¢enych romosozumabem. Véem pacientkdm ma byt doporuceno, aby udrzovaly dobrou hygienu dstni dutiny, chodily
pravidelné na zubn( prohlidky a okamzité hldsily jakékoliv Ustni pfiznaky, jako je pohyblivost zubd, bolest, otok nebo nehojici se
viredy ¢i vytok béhem Ié¢by romosozumabem. Atypické zlomeniny femuru: U pacientek Ié¢enych romosozumabem byla vzacné
hldsena atypicka zlomenina diafyzy femuru spojena s malym traumatem (tzv. low-energy trauma fracture), kterd se maze
vyskytnout i spontanné. U kazdé pacientky, kterd se dostavi s novymi nebo neobvyklymi bolestmi stehna, kyc¢le nebo tfisla, ma
byt podezfeni na atypickou zlomeninu a pacientka ma byt vySetfena, aby se vyloucila nedplnd zlomenina femuru.

Interakce s jinymi Ié€ivymi pFipravky: S romosozumabem nebyly provedeny Zzadné studie interakci. U romosozumabu nejsou
ocekavany zadné farmakokinetické interakce.

Téhotenstvi, kojeni a fertilita: Romosozumab neni indikovan k pouziti u Zen ve fertilnim véku a t&hotnych Zen. Udaje o
poddvaéni téhotnym zendm nejsou k dispozici. Romosozumab nenf indikovan k pouziti u kojicich Zen. Informace o vylu¢ovéni
romosozumabu do lidského matefského mléka nejsou k dispozici. Nejsou k dispozici Zadnd data o Uéincich romosozumabu na
fertilitu u ¢lovéka.

NezZadouci uéinky: Nejcastéjsi nezadouci Gcinky byly nazofaryngitida (13,6 %) a artralgie (12,4 %). Reakce souvisejici s
hypersenzitivitou se vyskytly u 6,7 % pacientek lé¢enych romosozumabem. Hypokalcémie byla hldena méné ¢asto (u 0,4 %
pacientek lé¢enych romosozumabem). V randomizovanych kontrolovanych studiich bylo pozorovéno zvyseni zavaznych
kardiovaskuldrnich prihod (infarkt myokardu a cévni mozkova piihoda) u pacientek lé¢enych romosozumabem v porovnani s
kontrolnimi skupinami.

Inkompatibility: Studie kompatibility nejsou k dispozici, a proto nesmi byt tento Ié¢ivy pFipravek misen s jinymi

1é¢ivymi pripravky.

Zvlastni opatreni pro uchovavani: Uchovévejte v chladniéce (2 °C — 8 °C), chrarite pfed mrazem a svétlem, s piipravkem
netfepejte. Pfed poddnim nechte roztok ohfat na pokojovou teplotu. Po vyjmuti z chladnic¢ky se ptipravek EVENITY nesmi do
chladnic¢ky vrétit, ale mtZe byt uchovavan v pvodnim obalu pfi pokojové teploté (do 25 °C) po dobu az 30 dnt. Neni-li pouZit
do této doby, pfipravek musi byt zlikvidovan.

Drzitel rozhodnuti o registraci: UCB Pharma S.A., Allée de la Recherche 60, B-1070 Bruxelles, Belgie.

Registracni ¢€islo: EU/1/19/1411/003

Datum revize textu: 22.srpna 2024.

Pred predepsanim pfipravku, se prosim seznamte s Uplnym znénim Souhrnu Gdajti o pfipravku. Vydej l1é¢ivého pripravku je
vazan na lékarsky predpis. Pfipravek je hrazen z prostredki verejného zdravotniho pojisténi.
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https://www.amgen.cz/

Footnotes:
ARCH study design: The ARCH study is a Phase 3 multicentre, multinational, randomised, double-blind study assessing the
safety and efficacy of EVENITY (n=2,046) vs alendronate (n=2,047) in 4,093 postmenopausal women who were diagnosed
with severe osteoporosis and had suffered previous fractures. Patients were assigned randomly in a 1:1 ratio to receive
monthly subcutaneous EVENITY injection (210 mg) or weekly oral alendronate (70 mg) in a blinded fashion for 12 months,
followed by open-label alendronate in both groups. Primary endpoints included the cumulative incidence of new vertebral
fractures through Month 24 and the cumulative incidence of clinical fractures (non-vertebral and symptomatic vertebral
fracture) at primary analysis (after clinical fractures had been confirmed in =330 patients).?
STRUCTURE study design: The STRUCTURE study was a randomised, Phase 3b, open-label, active-controlled, parallel
group study in 436 women aged =55 to <90 years with postmenopausal osteoporosis who have received a previous oral
bisphosphonate at least 3 years before screening and alendronate the year before screening. Patients were randomised (1:1)
to receive once monthly 210 mg subcutaneous EVENITY (n=218) or once daily 20 pg subcutaneous teriparatide (n=218).
The primary endpoint of percentage change from baseline in areal BMD by DEXA scan at the total hip through Month 12.1°

Acronyms:

ARR, absolute risk reduction; BMD, bone mineral density; Cl, confidence interval; DEXA, dual-energy X-ray absorptiometry;
EU, European Union; HCP, healthcare professional; MedDRA, Medical Dictionary for Regulatory Activities;
MI, myocardial infarction; RRR, relative risk reduction; UK, United Kingdom.
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