Dosing and
Administration
Guide

Y DARZALEX Faspro®

(daratumumab and hyaluronidase-fihj)
Injection for subcutaneous use | 1,800mg/30,000units

A
N

“'DARZALEX

(daratumumab)

injection for intravenous infusion
100 mg/5 mL, 400 mg/20 mL

Please see Important Safety Information for DARZALEX FASPRO® on pages 44-46 and
Important Safety Information for DARZALEX® on pages 86-88. Please click here for full
Prescribing Information for DARZALEX FASPRO®. Please click here for full Prescribing
Information for DARZALEX®.
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DARZALEX Faspro®
X Gmumtors e Dosing and Administration ‘9 DARZALEXFaspro®
(daratumumab and hyaluronidase-fihj)

¢ INTrodUCHON/FOrMUIATION vt 4 o }
Injection for subcutaneous use | 1,800ma/30,000units
® DOSING SCREAUIES ......eviieiiie ettt e et e et e e et e e e taeeenseeessnaeeensseeenseeenes 7
Newly Diagnosed: For subcutaneous use in the treatment of multiple myeloma'
DARZALEX FASPRO® + VRd (bortezomib + lenalidomide + dexamethasone) .......... 8

DARZALEX FASPRO® + VMP (bortezomib + melphalan + prednisone) ............cc........ 10 DOSing and Ad minisllqution GUide

DARZALEX FASPRO® + V1d (bortezomib + thalidomide + dexamethasone) .

DARZALEX FASPRO® + Rd (lenalidomide + dexamethdsone)......c.cccceceeveeveeveenrenennen.
Relapsed & Refractory:

DARZALEX FASPRO® + Rd (lenalidomide + dexamethdsone) ......ccccceceeveeeeveeecnveene. INDICATIONS

DARZALEX FASPRO® + Vd (bortezomib + dexamethasone) .....ccccveeeeveecvveeeeeeecceneene.. DARZALEX FASPRO® (daratumumab and hyaluronidase-fihj) is indicated for the

DARZALEX FASPRO® + Pd (pomalidomide + dexamethdsone) .......ccceeeveeeveeenneennne. treatment of adult patients with multiple myeloma:

DARZALEX FASPRO® + Kd (carfilzomib + dexamethdsone) ......cccceeeeveeeeeciiecnieenne,

DARZALEX FASPRO® MONOINEIARY w.ecuviiiiieiiieieectieeeeetee et

¢ In combination with bortezomib, lenalidomide, and dexamethasone for
induction and consolidation in newly diagnosed patients who are eligible for
autologous stem cell fransplant

© PrEDAIATION 1ttt
* In combination with bortezomib, melphalan, and prednisone in newly

* Administration/Storage diagnosed patients who are ineligible for autologous stem cell transplant

© SAFETY it * In combination with lenalidomide and dexamethasone in newly diagnosed

. . . patients who are ineligible for autologous stem cell tfransplant and in patients
DARZALEX FASPRO® important Safety Information..... with relapsed or refractory multiple myeloma who have received at least one

 REFEIENCES ..o prior therapy

¢ In combination with bortezomib, thalidomide, and dexamethasone in newly
diagnosed patients who are eligible for autologous stem cell fransplant

#DARZALEX e S e
(daratumumab) - * In combination with pomalidomide and dexamethasone in patients who
mgism w have received at least one prior line of therapy including lenalidomide and
a proteasome inhibitor

00 mo/5mL

* INfrodUCTION/FOrMUIATION ..oiiiiiiiciiie et

¢ In combination with carfilzomib and dexamethasone in patients with
® DOSING SCREAUIES. ...ttt relapsed or refractory multiple myeloma who have received one fo three
prior lines of therapy
Newly Diagnosed:
DARZALEX® + bortezomib + melphalan + prednisone (DVMP)
DARZALEX® + lenalidomide + dexamethasone (DRA)..........cccccevveveennne. . . . L
DARZALEX® + bortezomib + thalidomide + dexamethasone (DVTd) * As moanheropy in patients who hoyei received at qusT three prior lines of
therapy including a proteasome inhibitor (PI) and an immunomodulatory
agent or who are double-refractory to a Pl and an immunomodulatory agent

¢ In combination with bortezomib and dexamethasone in patients who have
received at least one prior therapy

Relapsed & Refractory:
DARZALEX® + lenalidomide + dexamethasone (DRA)........c...coooveeeviiiieiiiieeciieecieeea,

DARZALEX® + bortezomib + dexamethasone (DVd)............cccccuuiiniciniciicinicicnnns Select Important Safety Information
DARZALEX® + pomalidomide + dexamethasone (DPd).. CONTRAINDICATIONS

DARZALEX® + fil ib+d th DKd)........ o . . . . . .
DARZALEX® Dcor feom examethasone ( ) DARZALEX FASPRO® is contraindicated in patients with a history of severe

hypersensi’rivity to daratumumalb, hyaluronidase, or any of the components g
© PrEDAIGHION ..o of the formulation. N
o AAMINISTTATION/STOIAQE ... i WARNINGS AND PRECAUTIONS X
st . Hypersensitivity and Other Administration Reactions =
* INfusion RATES/REACTHIONS. ......couviiiiiiiiiiiiicicc e Both systemic administration-related reactions, including severe or (2
o Pre-/Post-INfUSIoN MEQICAHIONS ...........vveerveecveeeeeeeee e life-threatening reactions, and local injection-site reactions can occur 3
with DARZALEX FASPRO®. Fatal reactions have been reported with e

. SOfeTy ....................................................................................................................................... dorofumumob_confowﬂng producfsl |nc|Ud|ng DARZALEX FASPRO@

e DARZALEX® Important Safety INformation.........cc.eeooviiioceiccceeceeeeeeeeee e

@ RETEIEINCES ..o e et Please see Important Safety Information for DARZALEX FASPRO® on pages
44-44. Please click here for full Prescribing Information for DARZALEX FASPRO®.
Please click here for full Prescribing Information for DARZALEX®.

oX31VZAVA
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a DARZALEX FASPRO® benefits'?

Subcutaneous administration with DARZALEX FASPRO®

~315 ~3 to 5 minute administration by a healthcare provider

Fixed dose; no weight-based calculations

A

Single-dose vial, no dilution needed

([T

Same dosing schedules as DARZALEX® (daratumumab)

for approved indications*
*Split first dose option for DARZALEX® is not applicable to DARZALEX FASPRO®.

Formulated with hyaluronidase
for subcutaneous administration

I

Select Important Safety Information

CONTRAINDICATIONS

DARZALEX FASPRO® is contraindicated in patients with a history of
severe hypersensitivity to daratumumab, hyaluronidase, or any of the
components of the formulation.

WARNINGS AND PRECAUTIONS
Hypersensitivity and Other Administration Reactions

Both systemic administration-related reactions, including severe or
life-threatening reactions, and local injection-site reactions can occur
with DARZALEX FASPRO®. Fatal reactions have been reported with
daratumumalb-containing products, including DARZALEX FASPRO®.

~3 to 5 minute administration possible
with subcutaneous formulation'

DARZALEX FASPRO® is a CD38-targeted monoclonal antibody
in a subcutaneous formulation'

DARZALEX FASPRO® contains recombinant hyaluronidase, whichis a
substance that increases permeability of subcutaneous fissue, making
it possible for 15 mL containing 1,800 mg of daratumumab to be
administered in approximately 3 fo 5 minutes.!

Recombinant hyaluronidase works locally and transiently to degrade
hyaluronan ([HA], a naturally occurring glycosaminoglycan found
throughout the body) in the extracellular matrix of the subcutaneous
space. It cleaves the linkage between the 2 sugars (N-acetylglucosamine
and glucuronic acid) that comprise HA. Recombinant hyaluronidase has a
half-life in skin of less than 30 minutes.!

e The effects of hyaluronidase are reversible and permeability of the
subcutaneous tissue is restored within 24 to 48 hours

DARZALEX FASPRO® is administered subcutaneously
DID YOU over ~3 to 5 minutes while DARZALEX® is given
infravenously over 7 hours for the first infusion,

4 hours for the second infusion, and 3 hours for
subsequent infusions (median).'?

KNOW?

Select Important Safety Information (cont)
Systemic Reactions

In a pooled safety population of 1249 patients with multiple myeloma

(N=1056) or light chain (AL) amyloidosis (N=193) who received

DARZALEX FASPRO® as monotherapy orin combination, 7% of patients
experienced a systemic administration-related reaction (Grade 2: 3.2%, Grade
3:0.7%, Grade 4: 0.1%). Systemic administration-related reactions occurred

in 7% of patients with the first injection, 0.2% with the second injection, and
cumulatively 1% with subsequent injections. The median time to onset was

2.9 hours (range: 5 minutes to 3.5 days). Of the 165 systemic administration-
related reactions that occurred in 93 patients, 144 (87%) occurred on the day
of DARZALEX FASPRO® administration. Delayed systemic administration-related
reactions have occurred in 1% of the patients.

Please see Important Safety Information for

DARZALEX FASPRO® on pages 44-46. Please .

click here for full Prescribing Information for Y DARZALEXFaspro®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)
Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units

NOILVINWYOAL
/NOILONAOYLNI

31NA3IHOS
ONISOd

-
=
m
R
>
=
>
=
o
4

I9VYOILS
/NOILVYLSINIWAY

NOILYWYO4NI
Al3dVS INVIIOdWI

oX31VZAVA



https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX+Faspro-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX-pi.pdf

~3 to 5 minute subcutaneous administration with
every dose or each dose'

DARZALEX FASPRO® contains 30,000 units of recombinant hyaluronidase'
* Increases permeability of subcutaneous fissue!

e Enables 15 mL containing 1,800 mg of daratumumab to be absorbed into
the subcutaneous tissue of the abdomen!

* Use an appropriate needle gauge. In the clinical frials, 23- to 25-gauge
needles were used for the injection?

 For subcutaneous use only. DARZALEX FASPRO® has different dosage and
administration instructions than DARZALEX® (daratumumab). Do not
administer infravenously'?

Pre-medication’

Pre-medicate patients 1 to 3 hours before each dose with a histamine-1 receptor
antagonist, acetaminophen, and a corticosteroid.

* Antipyretics (acetaminophen 650 fo 1000 mg, oral)
¢ Antihistamine (diphenhydramine 25 to 50 mg or equivalent oral or IV)
* Corficosteroid (long- or intermediate-acting)

— Methylprednisolone (100 mg, or equivalent, orally or infravenously for
monotherapy). Consider reducing the dose of methylprednisolone to 60 mg
(or equivalent) following the second dose of DARZALEX FASPRO®.

— dexamethasone (20 mg, or equivalent, orally or infravenously for combination
therapy)

NOTE: When dexamethasone is the background regimen-specific corticosteroid,
the dexamethasone treatment dose will also serve as pre-medication on days
DARZALEX FASPRO® is given.

~3 to 5 minute subcutaneous injection’

Use an appropriate needle gauge. In the clinical trials, 23- to 25-gauge
needles were used for the injection.?

Post-medication’

Consider administering corticosteroids and other medications after the administration
of DARZALEX FASPRO®, depending on dosing regimen and medical history to minimize
the risk of delayed (defined as occurring the day after administration) systemic
administration-related reactions (ARRs).*

NOTE: For patients with a history of chronic obstructive pulmonary disease, consider
prescribing short and long-acting bronchodilators and inhaled corticosteroids.
Following the first 4 doses of DARZALEX FASPRO®, consider discontinuing these
additional post-medications if the patient does not experience a major systemic ARR.
Please see full Prescribing Information for further guidance on post-medication.

Monitor patients for systemic ARRs, especially following the first and second
injections. For anaphylactic reaction or life-threatening (Grade 4) ARRs,
immediately and permanently discontinue DARZALEX FASPRO®.

*In clinical frials of DARZALEX FASPRO® and DARZALEX®, and in the Prescribing Information for DARZALEX®, the terms
“infusion reactions” and “infusion-related reactions” were used instead of “systemic administration-related reactions.”
Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please \
click here for full Prescribing Information for Y DARZALEX Fdspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)
Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800ma30,000units

DARZALEX FASPRO® dosing schedule'

Ready-to-use, single-use vial includes a fixed dose for shorter
preparation and no weight-based calculations

Indicated regimen”®

DARZALEX FASPRO® + VRd
(bortezomib, lenalidomide,
and dexamethasone)
(4-week cycle)

DARZALEX FASPRO® + VMP
(bortezomib, melphalan,
and prednisone)

(6-week cycle)

DARZALEX FASPRO® + Vd
(bortezomib and
dexamethasone)
(3-week cycle)

DARZALEX FASPRO® + VTd
(bortezomib, thalidomide,
and dexamethasone)
(4-week cycle)

DARZALEX FASPRO® + Rd
DARZALEX FASPRO® + Pd
DARZALEX FASPRO® + Kd
DARZALEX FASPRO®
monotherapy
(lenalidomide,
pomalidomide,

or carfilzomib and
dexamethasone)
(4-week cycle)

Weeks 1-8

Weeks 9-16f

R

Treatment weekly
(total of 8 doses)

Treatment every 2 weeks
(total of 4 doses)

Stop for high-dose chemotherapy and ASCT

Consolidation Consolidation

Treatment every 2 weeks

—_8f
Weeks 1-8 (total of 4 doses)
Treatment weekly
Weeks 1-6 (total of 6 doses)
Weeks 7-54 leonment every Sweeks

Week 55 onward until
disease progression

(total of 16 doses)

Treatment every 4 weeks

Weeks 1-9

Weeks 10-24

Week 25 onward until
disease progression

Treatment weekly
(total of 9 doses)

Treatment every 3 weeks
(total of 5 doses)

Treatment every 4 weeks

Weeks 1-8

Weeks 9-16

Treatment weekly
(total of 8 doses)

Treatment every 2 weeks
(total of 4 doses)

Stop for high-dose chemotherapy and ASCT

Consolidation

Consolidation

Treatment every 2 weeks

Weeks 1-8 (total of 4 doses)
Treatment weekly

Weeks 1-8 (total of 8 doses)

Weeks 924 Treatment every 2 weeks

Week 25 onward until disease
progression

(total of 8 doses)

Every 4 weeks

ARR=administration-related reaction; ASCT=autologous stem cell fransplant.

*See dosage and administration section of the full Prescribing Information for more detail. When DARZALEX FASPRO®
is administered as part of a combination therapy, see the prescribing information for dosage recommendations for

the other drugs.

fFirst dose of the every-2-week dosing schedule is given at Week 9.!
*First dose of the every-2-week dosing schedule is given at Week 1 upon re-initiation of freatment following ASCT.!
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DARZALEX FASPRO® (daratumumab and e
hyaluronidase-fihj) + VRd dosing schedule'
In adult patients with newly diagnosed, transplant-eligible DARZALEX FASPRO® dosing frequency decreases over time' o
mulﬁple myeloma‘ See the @ marks below fo follow along with the suggested dosing schedules for each cycle. g
Dosing schedule based on a phase 3, open-label, randomized, Cycles 1-2 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses
OCﬂVe-COnTrO”ed TriOl. Day 1 2 3 4 5 6 7 8 9 1011 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28
) o ) ) ) ) DARZALEX FASPRO® 3 3 3
DARZALEX FASPRO® in combination with bortezomib, lenalidomide, and weekly o i@ @ i@
= = i i i U
dexamethasone (VRd) (n=355) vs VRd alone (n=354). borfezomib ° ° ° ° | | No <
: : : o
lendlidomide eccccccccccccccccccoe Ircaiment
Recommended dosage and schedule for DARZALEX FASPRO® 1 1 1
dexamethasone : : :
given as once weekly injection Cycles 3-4 (each lasting 28 days Total of 4 DARZALEX FASPRO® doses
4 zDg_sDe; P(ér e (4 doses per 4-week cycle; Cycles 1* to 2; 4 ( — ¥s) g
Y Cy Weeks 1 to 8) Day 1 2 3 45 6 7 8 9101 12131415 16 17 18 19 20 21 22 23 24 25 26 27 28 )
v DARZALEX FASPRO® ‘ ‘e ‘
) o ) every 2 weeks : : :
2 Doses Per given as 1 injection every 2 weeks —. e o P 3 3 No
- twice per 4-week cycle; Cycles 3 to 4; Weeks 9 fo 16 ; ; : g
28-Day Cycle | . v v ) lendlidomide ©0ccccccccccccccccoee Iealment 32
A 4 g ‘ ‘ ‘ g2o
. examethasone : : : ne =
Stop for high-dose chemotherapy and ASCT soa
) 4 <3
Doses Per given as 1 injection every 2 weeks Stop for high-dose chemotherapy and ASCT =
(twice per 4-week cycle; Cycles 5 to 6;
28-Day Cycle o .
Weeks 1 to 8 of consolidation phase) Cycles 5-6 (each lasting 28 days) Total of 4 DARZALEX FASPRO® doses
Day 1 2 3 45 6 7 8 9 1011 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28 g
1 6 ’ estimated Year 1 injection visits ZO;,ZY%EV)LE(SSPRO o 0
bortezomib [ ] [ ] ‘e ([ ] No
lenalidomide e0cccccccccccccccccee Ireaiment
See table on page 9 » dexamethasone ‘ ‘ ‘ E
e Bortezomib 1.3 mg/m?is infused on Days 1, 4, 8, and 11 of Cycles 1-6*t
¢ Lenalidomide 25 mgis given orally on Days 1-21 of Cycles 1-6f
* Dexamethasone 40 mg is given orally or injected on Days 1-4 and
Days 9-12 of Cycles 1-6*
— On DARZALEX FASPRO® injection days, the entire dexamethasone %
dose was given as a pre-injection medication
ASCT=autologous stem-cell transplant.
*For dosing instructions of combination agents administered with DARZALEX FASPRO®, see Clinical Studies (14.1) section
of the full Prescribing Information for DARZALEX FASPRO® and the respective manufacturer's prescribing information.
“Weeks 1-16 during induction phase and Weeks 1-8 during consolidation phase.! Select |mp°r|-a nt sdfefy Information o
tPlease see the full Prescribing Information for DARZALEX FASPRO® for more information regarding dexamethasone
dosage and administration. WARN'NGS AND PRECAUT'ONS
Please see Important Safety Information for Hypersensitivity and Other Administration Reactions
DARZALEX FASPRO® on pages 44-46. Please \ Both systemic administration-related reactions, including severe or
click here for full Prescribing Information for * DARZALEX Fdspr0® life-threatening reactions, and local injection-site reactions can occur >
DARZALEX FASPRO®. Please click here for full (daratumumah and hyaluronidase-fihj) with DARZALEX FASPRO®. Fatal reactions have been reported with =
5 Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units daratumumab-containing products, including DARZALEX FASPRO®. 9 E
>
@
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DARZALEX FASPRO® (daratumumab and
hyaluronidase-fihj) + VMP dosing schedule'

In adult patients with newly diagnosed, transplant-ineligible
multiple myeloma'

Dosing schedule based on a randomized, active-controlled trial?

DARZALEX FASPRO® in combination with bortezomib, melphalan, and
prednisone (VMP) (n=350) vs VMP alone (n=354)

Recommended dosage and schedule for DARZALEX FASPRO®

Doses Per given as once weekly injection
R . * .
6 6-Week Cycle (6 doses per 6-week cycle; Cycles 1* to 2;

Weeks 1 1o 6)
v
given as 1 injection every 3 weeks
2 6D-°V\SI§$eI|:eCrycle (twice per 6-week cycle; Cycles 2 to 9;
Weeks 7 to 24)
v

given as 1 injection every 4 weeks
(once per 4-week cycle; Cycles 10+; Weeks 55+

Dose Per
4-Week Cycle T ;
until disease progression)

22

See table on page 11 »

* Bortezomib was administered by subcutaneous (SC) injection at
a dose of 1.3 mg/m? twice weekly at Weeks 1, 2, 4, and 5 for the
first 6-week cycle (Cycle 1; 8 doses), followed by once weekly
administrations at Weeks 1, 2, 4, and 5 for eight more é-week cycles
(Cycles 2-9; 4 doses per cycle)

* Melphalan at 9 mg/m? and prednisone at 60 mg/m? were orally
administered on Days 1 to 4 of the nine é6-week cycles (Cycles 1-9)

¢ DARZALEX FASPRO® treatment was continued until disease progression
or unacceptable toxicity

estimated Year 1 injection visifs

*For dosing instructions of combination agents administered with DARZALEX FASPRO®, see the Clinical Studies (14.1)
section of the full Prescribing Information for DARZALEX FASPRO® and the respective manufacturer's prescribing
information.

Please see Important Safety Information for

DARZALEX FASPRO® on pages 44-46. Please \

click here for full Prescribing Information for Y DARZALEX Fdspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)
Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800ma/30,000units

DARZALEX FASPRO® dosing frequency decreases over time'

See the @ marks below fo follow along with the suggested dosing schedules for each cycle.

Cycle 1 (6-week cycles) Total of 6 DARZALEX FASPRO® doses

Day 123456789101112131415161718192021 222324252627 2829 30 31 3233 343536 37 38 39 40 41 42
‘I’Dv;:Rei,lé;LEX FASPRO® PS ° ° ° ° °
bortezomib e o e o § o o e o
melphalan/prednisone ‘ ‘

Day 1234567 89101112131415161718192021 222324252627 2829 30 31 3233 3435 36 37 38 39 40 41 42
DARZALEX FASPRO® ° °

every 3 weeks : : ; ‘

bortezomib [ ) . . .

melphalan/prednisone ‘ ‘ ‘ ‘

Continue DARZALEX FASPRO® until disease progression or unacceptable toxicity
(dosed once every 4 weeks)

Day 12 3 45 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX FASPRO®
every 4 weeks

Select Important Safety Information

WARNINGS AND PRECAUTIONS
Hypersensitivity and Other Administration Reactions

Both systemic administration-related reactions, including severe or
life-threatening reactions, and local injection-site reactions can occur
with DARZALEX FASPRO®. Fatal reactions have been reported with

daratumumab-containing products, including DARZALEX FASPRO®. .
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DARZALEX FASPRO® (daratumumab and
hyaluronidase-fihj) + VId dosing schedule'

In adult patients with newly diagnosed, transplant-eligible DARZALEX FASPRO® dosing frequency decreases over time'
mU|ﬁp|e mye|omc|1 See the @ marks below fo follow along with the suggested dosing schedules for each cycle.

Dosing schedule based on an open-label, randomized,
active-controlled frial

DARZALEX FASPRO® in combination with bortezomib, thalidomide, and S e e R R

dexgmefhgsone (\/Td) (n=543) VS VTd Olone (n=542) Day 1 2 3 45 6 7 8 9 1011 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28 g
DARZALEX FASPRO® o ‘e ‘e ‘e &
Recommended dosage and schedule for DARZALEX FASPRO® weekly j j j
bortezomib [ ] [ L J ([ ] ; ;
given as once weekly injection thalidomide 0000000000000000000000000000
4 zDg_sDeé Pg cle (4 doses per 4-week cycle; Cycles 1* to 2; dexamethasone ‘ ‘ ‘ =)
YLy Weeks 1 o 8) o
e . L Cycles 3-4 (each lasting 28 days) Total of 4 DARZALEX FASPRO® doses
D P given as 1 injection every 2 weeks
2 2§sDes %I’ | (’rwice per 4-week cycle; Cycles3’ro 6: Day 1 2 3 45 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 5
-bay Lycle Weeks 9 to 24) DARZALEX FASPRO® o § § ° ol
every 2 weeks ; ; E %g
Stop for high-dose chemotherapy and ASCT borfezomib ° ° ) ° ‘ §'§ e
v . L thalidomide 0000000000000000000000000000 e
given as 1 injection every 2 weeks
2 2D§sDes P‘ca:" I (twice per 4-week cycle; Cycles 5 1o é;
Shieysels Weeks 1 to 8 of consolidation phase) Stop for high-dose chemotherapy and ASCT
g
1 6 ’ estimated Year 1 injection visits Cycles 5-6 (each lasting 28 days) Total of 4 DARZALEX FASPRO® doses
Day 1 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX FASPRO® i i
every 2 weeks L .
See table on page 13 > - : =
bortezomib [ ] [ ] '@ [ ] : : 3
. . . . ‘ ‘ ‘ g
Bortezomib 1.3 mg/m? was injected subcutaneously or IV on Days 1, 4, thalidomide ©000000000000000000000000000
8, and 11 of Cycles 1-4* : : :
. . . . . . dexamethasone
* Thalidomide 100 mg was given orally daily during 6 bortezomib cycles
¢ Dexamethasone 40 mg was given orally or IV on Days 1, 2, 8, 9, 15, 16,
22, and 23 of Cycles 1-2, and at 40 mg on Days 1-2 and 20 mg was =4
administered on Days 1, 2, 8, 9, 15, 16 in Cycles 5-6f o
— On DARZALEX FASPRO® injection days, the entire dexamethasone
dose was given as a pre-injection medication
ASCT=autologous stem-cell transplant.
*For dosing_insfrucﬁons of com_bi_noﬁon ogen_fs administered with DARZALEX FASFRO@, see Clinical Studies_ )
i(n]ftr]riq;efg?n of the full Prescribing Information for DARZALEX® and the respective manufacturer's prescribing Seleci Important Safeiy Informaﬁon o
Please see the full Prescribing Information for DARZALEX FASPRO® for more information regarding WARNI NGS AND PRECAUT'ONS
dexamethasone dosage and administration
Please see Important Safety Information for Hypersensitivity and Other Administration Reactions
DARZALEX FASPRO® on pages 44-46. Please \ Both systemic administration-related reactions, including severe or
click here for full Prescribing Information for * DARZALEX Fdspr0® life-threatening reactions, and local injection-site reactions can occur >
DARZALEX FASPRO®. Please click here for full (daratumumah and hyaluronidase-fihj) with DARZALEX FASPRO®. Fatal reactions have been reported with =
> Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units daratumumab-containing products, including DARZALEX FASPRO®. 13 E
>
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DARZALEX FASPRO® (daratumumab and
hyaluronidase-fihj) + Rd dosing schedule'

In adult patients with newly diagnosed, transplant-ineligible
multiple myeloma'

Dosing schedule based on a phase 3, randomized, active-controlled trial?

DARZALEX FASPRO® dosing frequency decreases over time'

See the @ marks below fo follow along with the suggested dosing schedules for each cycle.

Total of 8 DARZALEX FASPRO® doses

Cycles 1-2 (each lasting 28 days)

DARZALEX FASPRO® in Combinoﬁon W”h |en0”domide Ond Day 1 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
dexamethasone (Rd) (n=368) vs Rd alone (n=369) DARZALEXFASPRO® o §. §. §.
weekly : : 3 No
lenalidomide 000000000000000000000 1 -giment
®1 ‘ ‘ :
Recommended dosage and schedule for DARZALEX FASPRO dexamethasone ‘
given as once weekly injection
Doses Per (4 doses per 4-week cycle: Cycles 1 1o 2; Cycles 3-6 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses
28-Day Cycle 4
Weeks 1 to 8) Day 12 3 45 6 7 8 9101 1213141516 17 18 19 20 21 22 23 24 25 26 27 28 3
v DARZALEX FASPRO® .
Doses Per given as 1 injection every 2 weeks every 2 weeks : 1 ‘ No
(twice per 4-week cycle; Cycles 3 to é; lenalidomide 000000000000000000000  cqiment -
28-Day Cycle Weeks 9 16 24 : : ~ treatmen _3
eeks 9 fo 24) dexamethasone ‘ o=
v 22g
Dose Per given as 1 injection every 4 weeks §§ (e
1 28-Day Cycle (once per 4-week cycle; Cycle 7+; Week 25+ Cycles 7 onward (each lasting 28 days) <o
until disease progression) Day 12 3 45 6 7 8 91010 1213141516 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX FASPRO® ®
every 4 weeks : : : No o
2 3 ’ estimated Year 1 injection visits lenalidomide 000000000000000000000 cqiment s
dexamethasone ‘ ‘ 1
See table on page 15 > - _ — - —
. . .. Continue DARZALEX FASPRO® + Rd until disease progression or unacceptable toxicity
e Lenalidomide 25 mg is given orally on Days 1-21 of each cyclef
L o
¢ Dexamethasone 40 mg is given orally or IV once a week? 2
— On DARZALEX FASPRO® injection days, the entire dexamethasone
dose was given as a pre-injection medication
fFor dosing instructions of combination agents administered with DARZALEX FASPRO®, see the Clinical Studies (14.2) o
section of the full Prescribing Information for DARZALEX FASPRO® and the respective manufacturer's prescribing E
information.
Please see the full Prescribing Information for DARZALEX FASPRO® for more information regarding
dexamethasone dosage and administration.
o

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please

Select Important Safety Information
WARNINGS AND PRECAUTIONS

Hypersensitivity and Other Administration Reactions
Both systemic administration-related reactions, including severe or

click here for full Prescribing Information for f DARZALEX Fdspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)
Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800ma/30,000units

life-threatening reactions, and local injection-site reactions can occur
with DARZALEX FASPRO®. Fatal reactions have been reported with
daratumumab-containing products, including DARZALEX FASPRO®.
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DARZALEX FASPRO® (daratumumab and
hyaluronidase-fihj) + Rd dosing schedule for
patients with relapsed/refractory multiple myeloma'

In patients at first relapse! DARZALEX FASPRO® dosing frequency decreases over time'

Dosing schedule based on a randomized. active-controlled trial? See the @ marks below to follow along with the suggested dosing schedules for each cycle.

DARZALEX FASPRO® in combination with lenalidomide and Cycles 1-2 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses

dexamethasone (Rd) (n=286) vs Rd alone (n=283) Day 1 2 3 45 6 7 8 9101 1213141516 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEXFASPRO® o § ° § ° § °
®1 weekly : : : N
Recommended dosage and schedule for DARZALEX FASPRO ‘ : : o
lenalidomide 000000000000000000000 treatment
o given as once weekly injection dexamethasone 3 3 3
4 28-Day Cycle (4 doses per 4-week cycle; Cycles 1 to 2;
Weeks 1 to 8) Cycles 3-6 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses
v . .. . Day 1 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
2 Doses Per given as 1 injection every 2 weeks OARZALEX FASPRO® ‘ :
(twice per 4-week cycle; Cycles 3 to 6; ) i '@
- every 2 weeks : : : oy
28-Day Cycle ks 9 10 24) s 1 1 1 No 52
v lenalidomide ooooooojoooooooioooooooi treatment E%g
Dose Per given as 1 injection every 4 weeks dexameihasone ‘ ga
1 28-Day Cycle (once per 4-week cycle; Cycle 7+; Week 25+ <o
until disease progression) Cycles 7 onward (each lasting 28 days)
Day 1 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
] R fe DARZALEX FASPRO® i i i o
Z 3 ’ estimated Year 1 injection visits every 4 weeks ° 3 3 3 No s
lenalidomide 000000000000000000000 jqgiment
dexamethasone ‘ ‘ :
See table on page 17 »
¢ Lenalidomide 25 mg was given orally on Days 1-21 of each cyclef . o
« Dexamethasone 40 mg was given orally or IV once a week! Continue DARZALEX FASPRO® until disease progression or unacceptable toxicity 3
— On DARZALEX FASPRO® injection days, 20 mg of the
dexamethasone dose was given as a pre-injection medication
and the remainder given the day after the injection
— For patients on a reduced dexamethasone dose, the entire
20 mg dose was given as a DARZALEX FASPRO® pre-injection =
medication a
fFor dosing instructions of combination agents administered with DARZALEX FASPRO®, see the Clinical Studies (14.2)
section of the full Prescribing Information for DARZALEX FASPRO® and the respective manufacturer's prescribing
information.
*Please see the full Prescribing Information for DARZALEX FASPRO® for more information regarding
dexamethasone dosage and administration.
o

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Hypersensitivity and Other Administration Reactions

Both systemic administration-related reactions, including severe or

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please

click here for full Prescribing Information for f DARZALEX FdSprO® life-threatening reactions, and local injection-site reactions can occur >
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj) with DARZALEX FASPRO®. Fatal reactions have been reported with =

” Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units daratumumab-containing products, including DARZALEX FASPRO®. 17 E
>
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DARZALEX FASPRO® (daratumumab and
hyaluronidase-fihj) + Vd dosing schedule'

In patients at first relapse’ DARZALEX FASPRO® dosing frequency decreases over time'

See the @ marks below fo follow along with the suggested dosing schedules for each cycle.

Cycles 1-3 (each lasting 21 days) Total of 9 DARZALEX® doses

Dosing schedule based on a phase 3, randomized, active-controlled trial?

DARZALEX FASPRO® in combination with bortezomib and

dexamethasone (Vd) (n=251) vs Vd alone (n=247) Day 123 45 67 8 9101 121314151617 18 19 20 21
DARZALEX FASPRO® : :
weekly o . . No
Recommended dosage and schedule for DARZALEX FASPRO®' bortezomib ° ° ° ° " treatment
X . . dexamethasone
D P given as once weekly injection : :
3 2losDes g I (3 doses per 3-week cycle; Cycles 1 to 3;
Sbleyieyiels Weeks 1 o 9) Cycles 4-8 (each lasting 21 days) Total of 5 DARZALEX® doses
v Day 12 3 4 5 6 7 8 9 1011 1213 1415 16 17 18 19 20 21
D P given as 1 injection every 3 weeks DARZALEX FASPRO®
1 2?_550 eé cle lonceper3-weekcycle; Cycles 410 8; every 3 weeks |
vy Weeks 10 to 24) bortezomib o o e o No freatment
v dexamethasone

Dose Per given as 1 injection every 4 weeks
1 4-Week Cycle (once per 4-week cycle; Cycles 9+; Weeks 25+

until disease progression)

See table on page 19 »

* Bortezomib 1.3 mg/m? was administered by subcutaneous injection or
IV infusion on Days 1, 4, 8, and 11 of each cycle for a total of 8 cycles*
* Dexamethasone 20 mg was given orally once daily on Days 1, 2, 4, 5, 8,
9, 11, and 12 for a total of 8 cyclest
— On the days of DARZALEX FASPRO® injection, 20 mg of the
dexamethasone dose was administered as a pre-injection
medication and was continued as a pre-medication after Vd
discontinuation
— For patients on a reduced dexamethasone dose, the entire 20 mg
dose was given as a DARZALEX FASPRO® pre-injection medication

Continue DARZALEX FASPRO® once every 4 weeks until disease progression?

NOTE: Bortezomib and dexamethasone dosing should be stopped after 8 cycles.
estimated Year 1 injection visits

PAQ

Pda

8 [¢

*Please refer to the bortezomib prescribing information for more detailed information about twice-weekly
bortezomib dosing.

Please see the full Prescribing Information for DARZALEX FASPRO® for more information regarding
dexamethasone dosage and administration.

Select Important Safety Information

WARNINGS AND PRECAUTIONS
Hypersensitivity and Other Administration Reactions

Both systemic administration-related reactions, including severe or
life-threatening reactions, and local injection-site reactions can occur
with DARZALEX FASPRO®. Fatal reactions have been reported with
daratumumab-contfaining products, including DARZALEX FASPRO®.

Please see Important Safety Information for

DARZALEX FASPRO® on pages 44-46. Please \

click here for full Prescribing Information for ¢ DARZALEX Faspro®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)
Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800ma30,000units
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DARZALEX FASPRO® (daratumumab and
hyaluronidase-fihj) + Pd dosing schedule'

In patients with 21 prior line of therapy including lenalidomide DARZALEX FASPRO® dosing frequency decreases over time'
and a profeasome inhibitor (P|)1 See the @ marks below fo follow along with the suggested dosing schedules for each cycle.
Dosing schedule based on an open-label trial! Cycles 1-2 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses
DARZALEX FASPRO® ih CombinOﬁOh Wlfh pomclidomide Gnd Day 1 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
dexamethasone (Pd) [N=103]' DARZALEX FASPRO® § § §
(Pd) [N=103] DARZAL . . . L
pomalidomide 000000000000000000000: treatment
Recommended dosage and schedule for DARZALEX FASPRO®' dexomeinasone ‘
given as once weekly injection Cycles 3-6 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses
4 2D§_SDe;yP?:ryc|e (4 doses per 4-week cycle; Cycles 1 to 2; Day 12 3 45 67 8 91011 1213141516 17 18 19 20 21 22 23 24 25 26 27 28
Weeks 1 o 8) DARZALEX FASPRO® § § §
v every 2 weeks ° : 3. 3 No
2 Doses Per given as 1 injection every 2 weeks pomdiidomide @©©0000000000000000000 i cagiment
28-Day Cycle (twice per 4-week cycle; Cycles 3 to 6; dexamethasone ‘ ‘ :

Weeks 9 to 24)

v
given as 1 injection every 4 weeks Cycles 7 onward (each lasting 28 days)

Dose Per
= N +- W + 1 2 3 45 6 7 8 9 101 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28
1 28-Day Cycle (on'ce'per 4-week cy;le, Cycle 7+; Week 25 | | |
until disease progression) DARZALEX FASPRO® ; ; ;
every 4 weeks ; ; ; No
pomalidomide 000000000000000000000. }-qgiment
estimated Year 1 injection visits dexamethasone

Continue DARZALEX FASPRO® + Pd until disease progression or unacceptable toxicity

See table on page 21 »

¢ Pomalidomide 4 mg was given orally on Days 1-21 of each cyclef E
e Dexamethasone 40 mg was given orally or IV once a week*
— On DARZALEX FASPRO® injection days, 20 mg of the dexamethasone
dose was given as a pre-injection medication and the remainder
given the day after the injection
— For patients on a reduced dexamethasone dose, the entire 20 mg E
dose was given as a DARZALEX FASPRO® pre-injection medication
tPlease refer to the pomalidomide prescribing information for more detailed information about pomalidomide
dosing.
Please see the full Prescribing Information for DARZALEX FASPRO® for more information regarding
dexamethasone dosage and administration. seleci |mp°rt0 nt Sqfe-l-y |nformaﬁ°n o
WARNINGS AND PRECAUTIONS
Please see Important Safety Information for Hypersensitivity and Other Administration Reactions
DARZALEX FASPRO® on pages 44-46. Please Both systemic administration-related reactions, including severe or
click here for full Prescribing Information for Y DARZALEX Fdspr0® life-threatening reactions, and local injection-site reactions can occur >
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj) with DARZALEX FASPRO®. Fatal reactions have been reported with =
20 Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800ma30,000units daratumumab-contfaining products, including DARZALEX FASPRO®. . E
>
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DARZALEX FASPRO® (daratumumab and
hyaluronidase-fihj) + Kd dosing schedule'

In patients with 1 to 3 prior lines of therapy
Dosing schedule based on an open-label trial'

DARZALEX FASPRO® in combination with carfilzomibb and dexamethasone (Kd) [N=64]'

Recommended dosage and schedule for DARZALEX FASPRO®

given as a once weekly injection

Doses Per
i (4 doses per 4-week cycle; Cycles 1 to 2;
4 28-Day Cycle Weeks 1 to 8)

A 4

DARZALEX FASPRO® dosing frequency decreases over time'

See the @ marks below fo follow along with the suggested dosing schedules for each cycle.

Cycles 1-2 (each lasting 28 days)

with either Once-weekly or Twice-weekly carfilzomib Total of 8 DARZALEX FASPRO® doses

Day 1 2 3 45 6 7 8 9101 1213141516 17 18 19 20 21 22 23 24 25 26 27 28
. ‘ : ‘

‘IIDVQZ%(;?«yLEX FASPRO Py PY PY PY

Once-weekly carfilzomib : :

carfilzomib$ [ ) ]

dexamethasone : :

Twice-weekly carfilzomib : :

carfilzomib' [ X ) 00 L X ]

dexamethasone : :

given as 1 injection every 2 weeks

Doses Per -
) (twice per 4-week cycle; Cycles 3 to 6;
2 28-Day Cycle . ks 910 24)

§Carfilzomib was administered intravenously once weekly at a dose of 20 mg/m? on Cycle 1 Day 1 and escalated
to dose of 70 mg/m?on Cycle 1 Days 8 and 15, and Days 1, 8, and 15 of each subsequent 28-day cycle

ICarfilzomib was administered intravenously at a dose of 20 mg/m?in Cycle 1 on Days 1 and 2; at a dose of 56 mg/
m?in Cycle 1 onDays 8, 9, 15, and 16 ; and at a dose 56 mg/m?on Days 1, 2, 8, 9, 15, and 16 of each 28-day cycle

22

v
D Per given as 1 injection every 4 weeks
1 2§-sDeoyeCycIe (once per 4-week cycle; Cycle 7+; Week 25+
until disease progression)

Day 1 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX FASPRO® § §

. o weekly ® | i@

estimated Year 1 injection visits Once-weekly carfilzomib

carfilzomib$ [ ) ]

dexamethasone : :
See table on page 23 »
pag Twice-weekly carfilzomib : :
¢ Carfilzomib was administered by IV infusion Days 1, 8, and 15 of each carfilzomib' (X o0 g X )

cycle for a tfotal of 8 cycles.* dexamethasone : :

¢ Dexamethasone 20 mg was given orally or infravenously on Days 1, 8,
and 15 and then 40 mg orally or infravenously on Day 22 for a total of
8 cyclest

Day 1 2 3 4 5 6 7 8 9 101 1213 141516 17 18 19 20 21 22 23 24 25 26 27 28
— On DARZALEX FASPRO® injection days, 20 mg of the dexamethasone DARZALEX FASPRO® o
dose was given as a pre-injection medication and the remainder weekly

given the day after the injection

thereafter

Cycles 3-6 (each lasting 28 days)

with either Once-weekly or Twice-weekly carfilzomib Total of 8 DARZALEX FASPRO® doses

Cycles 7 onward (each lasting 28 days)

with either Once-weekly or Twice-weekly carfilzomib Total of 8 DARZALEX FASPRO® doses

Once-weekly carfilzomib

. . carfilzomib® [ '@ )
— For patients on a reduced dexamethasone dose, the entire 20 mg dexamethasons ‘ ‘ o
q ® e q q q
dose was given as a DARZALEX FASPRO® pre-injection medication o e L e T T : : z
carfilzomib" [ X ) X L X ]
*Please refer to the carfilzomib prescribing information for more detailed information about twice weekly and dexamethasone
once-weekly carfilzomib dosing. ) o )
fPlease see the full Prescribing Information for DARZALEX FASPRO® for more information regarding COI‘“InU? DARZALEX FAS.PRO >+ Kd once every 4 yvgeks until
dexamethasone dosage and administration. disease progression or unacceptable toxicity
O

Please see Important Safety Information for

DARZALEX FASPRO® on pages 44-46. Please \

click here for full Prescribing Information for ¢ DARZALEX Faspro®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)
Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800ma30,000units

Select Important Safety Information
WARNINGS AND PRECAUTIONS

Hypersensitivity and Other Administration Reactions

Both systemic administration-related reactions, including severe or
life-threatening reactions, and local injection-site reactions can occur
with DARZALEX FASPRO®. Fatal reactions have been reported with
daratumumab-containing products, including DARZALEX FASPRO®.
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DARZALEX FASPRO® monotherapy dosing schedule'

In patients with 23 prior lines of therapy including a proteasome DARZALEX FASPRO® dosing frequency decreases over time'
inhibitor (PI) and an immUnomOdUmeTY Ggenf or who were See the @ marks below to follow along with the suggested dosing schedules for each cycle.
double-refractory to a Pl and an immunomodulatory agent'

Dosing schedule was based on an open-label, randomized, Cycles 1-2 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses

non-inferiority study (n=263)'
Day 1 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX FASPRO™ ® No treatmentio No treaimentio No treatmentio No treatment
Recommended dosage and schedule for DARZALEX FASPRO® weekly 3 3 3

D P given as once weekly injection Cycles 3-6 (each lasting 28 days) Total of 8 DARZALEX FASPRO® doses
4 oses Per

28-Day Cycle (4 doses per 4-week cycle; Cycles 1 to 2; Day 1 2 3 45 6 7 8 9 101 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

Weeks 1 o 8) DARZALEX FASPRO®

v every 2 weeks ° No treatment o No treatment
given as 1 injection every 2 weeks
2 gg.sgé;gycle (twice per 4-week cycle; Cycles 3 to 6; c -
Weeks 9 fo 24)
v Day 1 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
given as 1 injection every 4 weeks DARZALEX FASPRO®
1 2D§_5De qf;ercy cle (once per 4-week cycle; Cycle 7+; Weeks 25+ every 4 weeks ° Nofreaiment

until disease progression or unacceptable toxicity)

Continue DARZALEX FASPRO® until disease progression or unacceptable toxicity

2 3 ; ailimel SEIEET | FREien Vs For information concerning drugs given in combination with

DARZALEX FASPRO®, see full Prescribing Information.

See table on page 25 »
e Administer DARZALEX FASPRO® only as a subcutaneous injection

Select Important Safety Information
WARNINGS AND PRECAUTIONS

Please see Important Safety Information for Hypersensitivity and Other Administration Reactions

DARZALEX FASPRO® on pages 44-46. Please \ Both systemic administration-related reactions, including severe or

click here for full Prescribing Information for Y DARZALEX Fdspr0® life-threatening reactions, and local injection-site reactions can occur >

DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj) with DARZALEX FASPRO®. Fatal reactions have been reported with =

Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800ma30,000units daratumumab-contfaining products, including DARZALEX FASPRO®. 95 E
>
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Preparation

Before you begin, collect your supplies'™

___________________________________

’\\

1,800 mg and
30,000 Units/15 mL using a winged

i using an
infusion set |

injection
needle

£ o

[T ITITITT

8
£

CTofg

Infusion Set
23-25G

Single dose vial of Syringe Transfer
DARZALEX FASPRO® 20mL Needle

For Subcutaneous Use Only

Injection
Needle

___________________________________

*Please note that the syringe volume and the gauge for the injection needle shown here were used in
clinical trials.

Use Transfer Needle per institution/practice protocol.

Inspect and prepare the vial'

g

e Remove the DARZALEX FASPRO® vial from the ©
refrigerator and warm to room temperature. N—
Check the liquid in the vial. Keep out of direct 9
sunlight, and do not shake

¢ To prevent medication errors, it is important to
check the vial labels to ensure that the drug
being prepared and administered is DARZALEX FASPRO® for
subcutaneous injection and not DARZALEX® (daratumumab)

DARZALEX FASPRO® subcutaneous formulation is not intended
for intravenous administration and should be administered via
subcutaneous injection only

Label the syringe appropriately to include the route of administration
per institutional standards

Parenteral drug products should be inspected visually for particulate
matter and discoloration prior fo administration, whenever solution
and container permit. Do not use if opaque particles, discoloration or
other foreign particles are present

DID YOU If you prefer, you may use a winged infusion set
KNOW? to administer DARZALEX FASPRO®.3

Select Important Safety Information

Neutropenia

Daratumumalb may increase neutropenia induced by background
therapy. Monitor complete blood cell counts periodically during
tfreatment according to manufacturer’s prescribing information for
background therapies. Monitor patients with neutropenia for signs of
infection. Consider withholding DARZALEX FASPRO® until recovery of
neutrophils. In lower body weight patients receiving DARZALEX FASPRO®,
higher rates of Grade 3-4 neutropenia were observed.

m Attach the transfer needle and fill the syringe'

Prepare the dosing syringe in controlled
and validated aseptic conditions.

* Using the fransfer needle, withdraw
the full content of the vial info a 20 mL
dosing syringe

o After tfransferring DARZALEX FASPRO®,
inspect dosing syringe visually for
partficulate matter and discoloration. Do not administer if opaque
parficles, discoloration, or other foreign particles are present

——

* To avoid clogging, aftach the needle
to the syringe immediately prior to injection

m Attach the injection needle and set the dose'

e Remove the transfer needle and attach
the injection needle to the syringe

* Prime the syringe and sef the dose
fo 15 mL

W Choose and prepare the injection site on the abdomen'

* Do notinject into skin on the abdomen
that is tender, bruised, red, hard or
has scars

* Wipe your chosen injection site with
an alcohol swab and allow it to dry

* Rotate injection sites for each
successive injection

& To prevent medication errors, it is important fo
check the vial labels to ensure that the drug being

prepared and administered is DARZALEX FASPRO® and
NKE'EngO not DARZALEX®.!

Select Important Safety Information

Thrombocytopenia

Daratumumab may increase thrombocytopenia induced by background
therapy. Monitor complete blood cell counts periodically during treatment
according to manufacturer's prescribing information for background
therapies. Consider withholding DARZALEX FASPRO® until recovery

of platelets.

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please

click here for full Prescribing Information for ‘5 DARZALEX Faspr0®

(daratumumab and hyaluronidase-fihj)
Injection for subcutaneous use | 1,800ma/30,000units 97

DARZALEX FASPRO®. Please click here for full
Prescribing Information for DARZALEX®.
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Administration

DARZALEX FASPRO® makes subcutaneous administration possible
starting with the first dose'

DARZALEX FASPRO® is for single use only and comes in a ready-to-use vial'

Insert needle at a 45-degree angle'?

When you and your patfient are comfortable, start the injection.

¢ Pinch skin at the injection site on the abdomen. It is important to pinch
enough skin to inject under the skin and nof into the muscle

¢ Insert needle with a quick, dart-like motion

¢ Try to limit needle and syringe movement during the injection. If
needed, secure the infusion setf in place with a bandage

m Inject the dose!

Inject 15 mL DARZALEX FASPRO® into the
subcutaneous tissue of the abdomen
approximately 3 inches (7.5 cm) to the ~3w©5
right or left of the navel MIN

¢ Press the plunger with a constant rate
of administration for approximately
3 to 5 minutes

e |f the patient feels pain, pause or slow down the rafte of administration.
If the patient still feels pain, consider using a different injection site on
the opposite side of the abdomen to deliver the remainder of the dose

e Do noftinject DARZALEX FASPRO® at other sites of the body as no data
are available

r

* Injection sites should be rotated for successive injections

e Do not administer other medications for subcutaneous use at the
same site

¢ DARZALEX FASPRO® subcutaneous formulation should never be
injected into areas where the skin is red, bruised, tender, hard or areas
where there are scars

Select Important Safety Information

Embryo-Fetal Toxicity

Based on the mechanism of action, DARZALEX FASPRO® can cause fetal
harm when administered to a pregnant woman. DARZALEX FASPRO®

may cause deplefion of fetal immune cells and decreased bone density.
Advise pregnant women of the potential risk to a fetus. Advise females with
reproductive potential to use effective contraception during treatment
with DARZALEX FASPRO® and for 3 months affer the last dose.

The combination of DARZALEX FASPRO® with lenalidomide, thalidomide,
or pomalidomide is contraindicated in pregnant women because
lenalidomide, thalidomide, and pomalidomide may cause birth defects
and death of the unborn child. Refer to the lenalidomide, thalidomide, or
pomalidomide prescribing information on use during pregnancy.

Important information before administering
DARZALEX FASPRO®

Interference with serological testing'

* Daratumumab binds to CD38 found on red blood cells and results in a
positive indirect antiglobulin test (indirect Coomibs test) that may persist
for up to 6 months after the last DARZALEX FASPRO® injection

Typical indirect antiglobulin test from a daratumumab-treated patient'*

L d —
E d e E
.. 4= —) oy & = —) PRES —)
E.3 ﬁ(d "ﬁ(d
RBCs Patient serum Daratumumab Coombs Agglutination Daratumumab-
containing binds CD38 on reagent mediated
daratumumab RBCs positive IAT

IAT=indirect antiglobulin test; RBC=red blood cells.

Reminders

* Type and screen patients before starting DARZALEX FASPRO®
 Inform blood banks when a patient is receiving DARZALEX FASPRO®
¢ |dentify any DARZALEX FASPRO®-treated blood samples

* Ask patients to fell other healthcare professionals that they have
received DARZALEX FASPRO®

Prophylaxis for herpes zoster reactivation’

e |nitiate antiviral prophylaxis to prevent herpes zoster reactivation within 1 week
of starting DARZALEX FASPRO® and contfinue for 3 months following treatment

Handling and storage'

Prior to administration, remove DARZALEX FASPRO® from refrigerated storage at
2°C to 8°C (36°F to 46°F) and equilibrate to ambient temperature at 15°C to 30°C
(59°F to 86°F). Store the unpunctured vial at ambient temperature and ambient
light for a maximum of 24 hours. Keep out of direct sunlight. Do not shake.

Liquid product (120 mg/mL) comes in a single-use, sterile vial; inspect the vial
contents and expiration.

After the solution of DARZALEX FASPRO® is withdrawn into the syringe, replace
the transfer needle with a syringe closing cap. Label the syringe appropriately to
include the route of administration per institutional standards. Label the syringe
with the peel-off label. To avoid needle clogging, attach the hypodermic
injection needle or subcutaneous infusion set to the syringe immediately prior fo
injection.

If the syringe confaining DARZALEX FASPRO® is not used immediately, store
refrigerated at 2°C to 8°C (36°F to 46°F) for up to 24 hours and/or at room
temperature at 15°C o 25°C (59°F to 77°F) for up to 12 hours under ambient light.
Discard if storage fime exceeds these limits. If stored in the refrigerator, allow the
solution fo come to room temperature before administration.

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please .
click here for full Prescribing Information for Y DARZALEX Faspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)

Prescribing Information for DARZALEX®.

Injection for subcutaneous use | 1,800ma/30,000units 2
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Fewer systemic administration-related reactions

Nearly 3x reduction in systemic ARRs with DARZALEX FASPRO®
vs DARZALEX® (daratumumab) observed in the COLUMBA trial’

Systemic ARRs'#*

|
40 - 34%
g All grades
&
<
o 0 13%
5
g
O [ ___________________________ FEE—_______________________ F—
DARZALEX FASPRO® DARZALEX®
(n=260) (n=258)

Systemic ARRs'

Most systemic ARRs were Grade 1 or 2 and occurred with the
first injection.

The most common systemic ARRs (DARZALEX FASPRO® vs DARZALEX®)
were chills (6% vs 12%), pyrexia (13% vs 13%), and dyspnea (6% vs 11%).

Grade 3 systemic ARRs occurred in 2% of patients using
DARZALEX FASPRO® vs 5% of those on DARZALEX®.

No Grade 4 systemic ARRs were reported.

Both systemic ARRs, including severe or life-threatening reactions,
and local injection-site reactions can occur with DARZALEX FASPRO®.!

ARRs=administration-related reactions.

*Systemic ARRs causing severe reactions included hypoxia, dyspnea, hypertension, tachycardia, and

ocular adverse reactions, including choroidal effusion, acute myopia, and acute angle closure glaucoma.

Other signs and symptoms of systemic ARRs may include respiratory symptoms, such as bronchospasm,
nasal congestion, cough, throat irritation, allergic rhinitis, and wheezing, as well as anaphylactic reaction,
pyrexia, chest pain, pruritus, chills, vomiting, nausea, hypotension, and blurred vision.!

In a pooled safety population of 1249 patients with multiple
myeloma (N=1056) or light chain (AL) amyloidosis (N=193) who
received DARZALEX FASPRO® as monotherapy or in combination,
7% of patients experienced a systemic administration-related
reaction (Grade 2: 3.2%, Grade 3: 0.7%, Grade 4: 0.1%).!

* Systemic administration-related reactions occurred in 7% of patients
with the first injection, 0.2% with the second injection, and cumulatively
1% with subsequent injections

* The median fime to onset was 2.9 hours (range: 5 minutes to 3.5 days).
Of the 165 systemic administration-related reactions that occurred
in 93 patients, 144 (87%) occurred on the day of DARZALEX FASPRO®
administration

e Delayed systemic administration-related reactions have occurred in 1%
of the patients

Local reactions!'

¢ In this pooled safety population, injection-site reactions occurred in 7%
of patients, including Grade 2 reactions in 0.8%. The most frequent (>1%)
injection-site reaction was injection-site erythema

e These local reactions occurred a median of 5 minutes (range: 0 minutes
fo 6.5 days) after starting administration of DARZALEX FASPRO®. Monitor
for local reactions and consider symptomatic management

Select Important Safety Information

The combination of DARZALEX FASPRO® with lenalidomide, thalidomide,
or pomalidomide is contraindicated in pregnant women because
lenalidomide, thalidomide, and pomalidomide may cause birth defects
and death of the unborn child. Refer to the lenalidomide, thalidomide,
or pomalidomide prescribing information on use during pregnancy.

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please

click here for full Prescribing Information for f DARZALEX Faspr0®

DARZALEX FASPRO®. Please click here for full

Prescribing Information for DARZALEX®. (aratumuat and Myalonidase o

Injection for subcutaneous use | 1,800ma/30,000units 31
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Safety generally consistent with
DARZALEX®(daratumumab)

Adverse reactions reported in 210% of patients and select
hematologic laboratory abnormalities worsening from baseline

in patients receiving either DARZALEX FASPRO® or DARZALEX® g
o
DARZALEX FASPRO® DARZALEX® DARZALEX FASPRO® DARZALEX®
(n=260) (n=258) (n=260)° (n=258)°
q All grades All grades Laboratory All grades Grades 3-4 All grades Grades 3-4
EREIRE TEEEIIENE (%) (%) abnormalities (%) (%) %) (%)
Uppe.r resp[rofory 24 19 29 lo Decreased leukocytes 65 19 57 14 2
fract infection® <
Decreased v
Pneumonia® 8 5) 10 6" lymphocytes e e e e
Diarrhea 15 19 11 0.49 Decreased neutrophils 55 19 43 11
Nausea 8 0.49 11 0.49 Decreased platelets 43 16 45 14
B . Decreased o
Fatigue 15 19 16 29 hemoglobin 42 14 39 16 ®
H d
Systemlc AR 13 > 34 5° eDenominator is based on the safety population treated with DARZALEX FASPRO® (n=260) or with DARZALEX®
(n=258).
Pyrexia 13 0 13 19
Chills 6 0.4¢ 12 19
Back pain 10 29 12 3¢ o
2
Coughe 9 19 14 0
Dyspneaf 6 19 1 E
Upper respiratory tract infection includes acute sinusitis, nasopharyngitis, pharyngitis, respiratory syncytial
virus infection, respiratory tract infection, rhinitis, rhinovirus infection, sinusitis, and upper respiratory tract
infection.
banﬁrf;nia includes lower respiratory fract infection, lung infection, pneumocystis jirovecii pneumonia, o
and pneumonia. 'g_

°Fatigue includes asthenia and fatigue.

dSystemic ARRs includes terms determined by investigators to be related to infusion. In clinical trials of
DARZALEX FASPRO® and DARZALEX®, and in the Prescribing Information for DARZALEX®, the terms “infusion
reactions” and “infusion-related reactions” were used instead of “systemic ARRs.”

¢Cough includes cough and productive cough.

‘Dyspneaincludes dyspnea and dyspnea exertional.

90nly Grade 3 adverse reactions occurred.

"Grade 5 adverse reactions occurred.

ADVERSE REACTIONS

Serious adverse reactions occurred in 26% of patients who received
DARZALEX FASPRO® vs 29% who received DARZALEX®. Fatal adverse
reactions occurred in 5% of patients receiving DARZALEX FASPRO®. Fatal
adverse reactions occurring in more than 1 patient were general physical
health deterioration, septic shock, and respiratory failure. Fatal adverse
reactions occurred in 7% of patients receiving DARZALEX®."#

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please
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click here for full Prescribing Information for f DARZALEX Faspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)
Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units 3

Systemic ARRs=systemic administration-related reactions.
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In the treatment of transplant-eligible patients with newly diagnosed multiple myelomad’

Demonstrated safety profile through post-transplant consolidation for frontline DARZALEX FASPRO® + VRd'

Adverse reactions reported in 210% of patients who received DVRd through
post-transplant consolidation’

DARZALEX FASPRO® + VRd VRd
(n=351) (n=347)

Adverse reaction
Peripheral neuropathy* 52 5 54 4
Paraesthesia 11 <]t 11 <!
Fatiguet 35 31 37 51
Edema’® 22 1 21 11
Pyrexia 21 21 22 3!
Upper respiratory tract infection* 32 11 26 21
Pneumonia® 14 9 10 6*
Constipation 31 21 30 21
Diarrhea 23 31 25 51
Nausea 16 17 12 17
Abdominal paint 11 0 12 0
Musculoskeletal paint 26 11 23 11
Muscle spasm 12 0 9 <11
Insomnia 26 21 16 21
Rasht 25 31 31
Hepatotoxicity! 16 61 16
Cought 12 <]" 8

DVRdA=DARZALEX FASPRO® (D) + bortezomib (V) + lenalidomide (R) + dexamethasone (d); VRd=bortezomib (V)
+ lenalidomide (R) + dexamethasone (d).

*Peripheral neuropathy includes neuropathy peripheral, peripheral motor neuropathy, peripheral sensorimotor
neuropathy, and peripheral sensory neuropathy.

fIncludes other related terms.

*Upper respiratory tract infection includes fungal pharyngitis, hinl influenza, influenza, influenza-like iliness,
laryngitis, nasopharyngitis, oral candidiasis, oropharyngeal candidiasis, parainfluenzae virus infection,
pharyngitis, respiratory moniliasis, respiratory syncytial virus infection, respiratory tract infection, respiratory
fract infection viral, rhinitis, rhinovirus infection, sinusitis, fonsillitis, upper respiratory fract infection, viral tonsillitis,
and viral upper respiratory tract infection.

SPneumonia includes bronchopulmonary aspergillosis, lower respiratory tract infection, pneumocystis jirovecii
pneumonia, pneumonia, pneumonia bacterial, pneumonia cytomegaloviral, pneumonia influenzal,
pneumonia klebsiella, pneumonia legionella, and pneumonia streptococcal.

'Hepatotoxicity includes alanine aminotransferase increased, aspartate aminotransferase increased, hepatic
cytolysis, hepatic failure, hepatic function abnormal, hepatoxicity, hyperbilirubinemia, hypertransaminasemia,
and liver disorder.

1Only Grade 3 adverse reactions occurred.

*Fatal adverse reactions included pneumonia: n=1 (0.3%) in the VRd arm.

Select laboratory abnormalities (230%) that worsened from baseline in patients
who received DVRd through post-transplant consolidation’

DARZALEX FASPRO® + VRd VRd
(n=350)** (n=345)**

Allgrades (%) |Grade3or4(%)| Allgrades(%) |Grade 3 or4 (%)

Hematology

Laboratory abnormality

Decreased platelets 89 34 78 25
Decreased lymphocytes 87 69 69 43
Decreased leukocytes 78 47 56 22
Decreased neutrophils 67 52 47 34
Decreased hemoglobin 39 7 43 6
Chemistry

Cminohansirass (ALT 52 7 48 5
Decreased sodium 40 5 25 5
Icregsed akaiine 3 0 36 1

Decreased potassium 30 6 24 S

The most common adverse reactions (220%) were peripheral neuropathy,
fatigue, edema, pyrexia, upper respiratory infection, constipation, diarrhea,
musculoskeletal pain, insomnia, and rash.’

In patients who received DVRd':

* 37% experienced serious adverse reactions

* >5% experienced most frequent serious adverse reactions: pneumonia (6%)
* 1.7% experienced fatal adverse reactions

* 2% experienced permanent freatment disconfinuation due to an
adverse reaction

— An adverse reaction which resulted in permanent discontinuation of
DVRd in more than 1 patient included sepsis.!

ALT=alanine aminotransferase; DVRd=DARZALEX FASPRO® (D) + bortezomib (V) + lenalidomide (R) +
dexamethasone (d); VRd=bortezomib (V) + lenalidomide (R) + dexamethasone (d).
**Based on number of patients with a baseline and post-baseline laboratory value for each laboratory test.

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please .
click here for full Prescribing Information for Y DARZALEX Faspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)

Prescribing Information for DARZALEX®.

Injection for subcutaneous use | 1,800ma/30,000units 35
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In adult patients with newly diagnosed, transplant-ineligible multiple myeloma
Safety results demonstrated in combination with VMP

Adverse reactions (210%) and select hematologic laboratory
abnormalities worsening from baseline in patients receiving
DARZALEX FASPRO® in combination with bortezomib, melphalan,
and prednisone'

DARZALEX FASPRO® + VMP (n=67) DARZALEX FASPRO® + VMP©

Adverse reactions Any grade (%) Grade 23 (%) Laboratory abnormalities

Upper respiratory tract infection® 39 0 Decreased leukocytes 26 52

Bronchitis 16 0 Decreased lymphocytes 93 84 g

Pneumonia® 15 79 Decreased platelets 93 42 E

Constipation 37 0 Decreased neutrophils 88 49

Nausea 36 0 Decreased hemoglobin 48 19

Diarrhea 33 39 sDenominator is based on the safety population treated with DVMP (n=67).

Vomiting 21 0

Abdominal pain® 13 0 E?’_

Fatigued 36 3

Pyrexia 34 0

Edema peripheral® 13 19

Peripheral sensory neuropathy 34 19

Dizziness 10 0 2
o

Coughf 24 0

Insomnia 22 3¢

Back pain 21 3¢

Musculoskeletal chest pain 12 0

Decreased appetite 15 19 o

Rash 13 0 &

Pruritus 12 0

Hypertension 13 69

Hypotension 10 3¢

Upper respiratory tract infection includes nasopharyngitis, respiratory syncytial virus infection, respiratory

tract infection, rhinitis, tonsillitis, upper respiratory tract infection, and viral pharyngitis.
°Pneumonia includes lower respiratory tract infection, lung infection, pneumocystis jirovecii pneumonia,

pneumonia, and pneumonia bacterial.
cAbdominal pain includes abdominal pain and abdominal pain upper.
dFatigue includes asthenia and fatigue.
°*Edema peripheral includes edema, edema peripheral, and peripheral swelling. N i )

Cough includes cough and productive cough. DVMP=DARZALEX FASPRO® (D) + bortezomib (V) + melphalan (M) + prednisone (P).

90nly Grade 3 adverse reactions occurred.
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Please see Important Safety Information for

The most common adverse reactions (220%) were upper respiratory DARZALEX FASPRO® on pages 44-46. Please
fract |nfec’r|on: constipation, nausea, fcmgue,. pyrexia, penphergl s}ensory click here for full Prescribing Information for ‘; DARZALEX Faspr0® ;(U,
neuropathy, diarrhea, cough, insomnia, vomiting, and back pain. DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj) E
3¢ VMP=bortezomib (V) + melphalan (M) + prednisone (P) Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units - 5
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In patients with relapsed/refractory multiple myeloma
Safety results demonstrated in combination with Rd

Adverse reactions (210%) and select hematologic laboratory
abnormalities worsening from baseline in patients receiving
DARZALEX FASPRO® in combination with lenalidomide

and dexamethasone'

DARZALEX FASPRO® + Rd (n=65) DARZALEX FASPRO® + Rd®
Adverse reactions Any grade (%) Grade 23 (%) Laboratory abnormalities Any grade (%) Grades 3 or 4 (%)
Fatigue® Decreased leukocytes 94 34
Pyrexia 23 29 Decreased lymphocytes 82 58
Edema peripheral 18 3¢ Decreased platelets 86 9
Diarrhea 45 5¢ Decreased neutrophils 89 52
Constipation 26 29 Decreased hemoglobin 45 8
Nausea 12 0 “Denominator is based on the safety population treated with DRd (n=65).
Vomiting 11 0 o
Upper respiratory tract infection® 43 3¢ a
Pneumonia© 23 17
Bronchitis® 14 29
Urinary tract infection 11 0
Muscle spasms 31 29 o
Back pain 14 0 2
Dyspnea® 22 g
Coughf 14 0
Peripheral sensory neuropathy 17 29
Insomnia 17 59
Hyperglycemia 12 99 E
Hypocalcemia 11 0

9Fatigue includes asthenia and fatigue.

°Upper respiratory tract infection includes nasopharyngitis, pharyngitis, respiratory tract infection viral,
rhinitis, sinusitis, upper respiratory tract infection, and upper respiratory tract infection bacterial.

°Pneumonia includes lower respiratory tfract infection, lung infection, and pneumonia.

dBronchitis includes bronchitis and bronchitis viral.

°Dyspnea includes dyspnea and dyspnea exertional.

‘Cough includes cough and productive cough.

90nly Grade 3 adverse reactions occurred.

NOILVWYO4NI
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DRd=DARZALEX FASPRO® (D) + lenalidomide (R) + dexamethasone (d).
The most common adverse reactions (>20%) were fatigue, diarrhea,

upper respiratory tract infection, muscle spasms, constipation, pyrexia, Please see Important Safety Information for
pneumonigl and dyspneg.] DARZALEX FASPRO® on pages 44-46. Please

click here for full Prescribing Information for f DARZALEX Faspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)

a8 Rd=lenalidomide (R) + dexamethasone (d). Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units 39
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In patients with relapsed/refractory multiple myeloma
Safety results demonstrated in combination with Kd

Adverse reactions (210%) and select laboratory
abnormalities (230%) worsening from baseline in patients
receiving DARZALEX FASPRO® in combination with carfilzomib
and dexamethasone'

DARZALEX FASPRO® + Kd (n=66)

Adverse reactions Any grade (%) Grade 23 (%)
Upper respiratory tract infection® 52 0
Bronchitis® 12 2n
Fatigue® 39 2n
Pyrexia 21 73
Edema peripheral® 20 0
Insomnia a3 6"
Hypertension® 32 21"
Diarrhea 29 0
Nausea 21 0
Vomiting 15 0
Coughf 24 0
Dyspneas® 28 23
Headache 23 0
Peripheral sensory neuropathy 11 0
Back pain 17 2n
Musculoskeletal chest pain 11 0

Upper respiratory tract infection includes nasopharyngitis, pharyngitis, respiratory tract infection,
respiratory tract infection viral, rhinitis, sinusitis, tonsillitis, upper respiratory tract infection, viral pharyngitis,
and viral upper respiratory tract infection.

°Bronchitis includes bronchitis and bronchitis viral.

°Fatigue includes asthenia and fatigue.

dEdema peripheral includes generalized edema, edema peripheral, and peripheral swelling.

°Hypertension includes blood pressure increased and hypertension.

fCough includes cough and productive cough.

9Dyspnea includes dyspnea and dyspnea exertional.

"Only Grade 3 adverse reactions occurred.

Kd=carfilzomib (K) + dexamethasone (d).

Clinically relevant adverse reactions in <10% of patients who received
DARZALEX FASPRO® with carfilzomib and dexamethasone include':

» Gastrointestinal disorders: abdominal pain, constipation, pancreatitis

* Infection and infestations: pneumonia, influenza, urinary tract infection,
herpes zoster, sepsis

¢ Metabolism and nutrition disorders: hyperglycemia, decreased appetite,
hypocalcemia

* Musculoskeletal and connective tissue disorders: muscle spasmes,
arthralgia

* Nervous system disorders: paresthesia, dizziness, syncope

* General disorders and administration site conditions: injection site
reaction, infusion-related reactions, chills

¢ Skin and subcutaneous tissue disorders: rash, pruritus
e Cardiac disorders: cardiac failure
* Vascular disorders: hypotension

DARZALEX FASPRO® + Kd®

Laboratory abnormalities Any grade (%) | Grades 3 or 4 (%)

Decreased platelets 88

Decreased lymphocytes 83 50
Decreased leukocytes 68 18
Decreased neutrophils 59 15
Decreased hemoglobin 47 6
Decreased corrected calcium 45 2
Increased alanine aminotransferase (ALT) 35 5

°Denominatoris based on the safety population treated with DKd (n=66).

DKd=DARZALEX FASPRO® (D) + carfilzomib (K) + dexamethasone (d).

Please see Important Safety Information for
DARZALEX FASPRO® on pages 44-46. Please

click here for full Prescribing Information for f DARZALEX Faspr0®

DARZALEX FASPRO®. Please click here for full
Prescribing Information for DARZALEX®.

(daratumumab and hyaluronidase-fihj)

Injection for subcutaneous use | 1,800ma/30,000units 4l
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In patients with relapsed/refractory multiple myeloma
Safety results demonstrated in combination with Pd

Adverse reactions reported in 210% of patients and with at least
a 5% greater frequency in the DARZALEX FASPRO® + Pd arm

and select hematologic laboratory abnormailities worsening
from baseline in APOLLO!

DARZALEX FASPRO® + Pd
(n=149) Pd (n=150) DARZALEX FASPRO® + Pd° Pd°
- All grades All grades Laboratory Allgrades | Grades 3-4 | Allgrades | Grades 3-4
Adverse reactions 4] (%) abnormalities (%) (%) (%) (%)
Fatigue® 46 13 39 5f Decreased neutrophils 97 84 84 63
Pyrexia 19 0 14 0 Decreased leukocytes 95 64 82 40
Edema peripheral® 15 0 9 0 Decreased lymphocytes 93 59 79 33
Pneumoniac 38 239 27 178 Decreased platelets 75 19 60 19
Upper respiratory 36 1 29 of Decreased hemoglobin 51 16 57 15
infectiond
°Denominatoris based on number of subjects with a baseline and post-baseline laboratory value for each
Diarrhea 29 5f 14 1f laboratory test: n=148 for DARZALEX FASPRO® + Pd and n=149 for Pd.
Coughe® 13 0 8 0

aFatigue includes asthenia and fatigue.

°Edema peripheral includes edema, edema peripheral, and peripheral swelling.

°Pneumonia includes atypical pneumonia, lower respiratory tract infection, pneumonia, pneumonia
aspiration, pneumonia bacterial, and pneumonia respiratory syncytial viral.

dUpper respiratory tract infection includes nasopharyngitis, pharyngitis, respiratory syncytial virus infection,
respiratory tract infection, respiratory tract infection viral, rhinitis, sinusitis, tonsillitis, upper respiratory tract
infection, and viral upper respiratory tract infection.

eCough includes cough and productive cough.

'Only grade 3 adverse reactions occurred.

9Grade 5 adverse reactions occurred, n=34 (2.0%) in the DARZALEX FASPRO® + Pd arm and n=2 (1.3%) in the
Pd arm.

* The most common adverse reactions (220%) were fatigue, pneumonia,
upper respiratory tract infection, and diarrhed!

* Serious adverse reactions occurred in 50% of patients who received
DARZALEX FASPRO® + Pd. The most frequent serious adverse reactions in
>5% of patients who received DARZALEX FASPRO® + Pd were pneumonia
(15%) and lower respiratory fract infection (12%). Fatal adverse reactions
occurred in 7% of patients who received DARZALEX FASPRO® + Pd!

e Permanent freatment discontinuation due to an adverse reaction
occurred in 2% of patients who received DARZALEX FASPRO® + Pd!

Pda
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Please see Important Safety Information for

DARZALEX FASPRO® on pages 44-46. Please \

click here for full Prescribing Information for Y DARZALEX Faspr0®
DARZALEX FASPRO®. Please click here for full (daratumumab and hyaluronidase-fihj)

“ Pd=pomalidomide (P) + dexamethasone (d). Prescribing Information for DARZALEX®. Injection for subcutaneous use | 1,800mg/30,000units "

o
>
~
N
>
-
m
x

)



https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX+Faspro-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX-pi.pdf

44

Indications and Important Safety Information
for DARZALEX FASPRO®

INDICATIONS

DARZALEX FASPRO® (daratumumalb and hyaluronidase-fihj) is indicated for
the freatment of adult patients with multiple myeloma:

* In combination with bortezomib, lenalidomide, and dexamethasone for
induction and consolidation in newly diagnosed patients who are eligible
for autologous stem cell fransplant

In combination with bortezomib, melphalan, and prednisone in newly
diagnosed patients who are ineligible for autologous stem cell transplant

In combination with lenalidomide and dexamethasone in newly diagnosed
patients who are ineligible for autologous stem cell fransplant and in
patients with relapsed or refractory multiple myeloma who have received
at least one prior therapy

In combination with bortezomib, thalidomide, and dexamethasone
in newly diagnosed patients who are eligible for autologous stem
cell tfransplant

In combination with pomalidomide and dexamethasone in patients who
have received atf least one prior line of therapy including lenalidomide and
a proteasome inhibitor (PI)

In combination with carfilzomib and dexamethasone in patients with
relapsed or refractory multiple myeloma who have received one to three
prior lines of therapy

In combination with bortezomib and dexamethasone in patients who have
received at least one prior therapy

As monotherapy in patients who have received at least three prior lines
of therapy including a Pl and an immunomodulatory agent or who are
double refractory to a Pl and an immunomodulatory agent

IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS

DARZALEX FASPRO® is contraindicated in patients with a history of severe
hypersensitivity to daratumumab, hyaluronidase, or any of the components
of the formulation.

WARNINGS AND PRECAUTIONS

Hypersensitivity and Other Administration Reactions

Both systemic administration-related reactions, including severe or
life-threatening reactions, and local injection-site reactions can occur
with DARZALEX FASPRO®. Fatal reactions have been reported with
daratumumab-containing products, including DARZALEX FASPRO®.
Systemic Reactions

In a pooled safety population of 1249 patients with multiple myeloma
(N=1056) or light chain (AL) amyloidosis (N=193) who received
DARZALEX FASPRO® as monotherapy or in combination, 7% of patients
experienced a systemic administration-related reaction (Grade 2: 3.2%,
Grade 3:0.7%, Grade 4: 0.1%). Systemic administration-related reactions
occurred in 7% of patients with the first injection, 0.2% with the second
injection, and cumulatively 1% with subsequent injections. The median time

to onset was 2.9 hours (range: 5 minutes to 3.5 days). Of the 165 systemic
administration-related reactions that occurred in 93 patients, 144 (87%)
occurred on the day of DARZALEX FASPRO® administration. Delayed systemic
administration-related reactions have occurred in 1% of the patients.

Severe reactions included hypoxia, dyspnea, hypertension, tachycardia,
and ocular adverse reactions, including choroidal effusion, acute myopia,
and acute angle closure glaucoma. Other signs and symptoms of systemic
administration-related reactions may include respiratory symptoms, such

as bronchospasm, nasal congestion, cough, throat irritation, allergic rhinitis,
and wheezing, as well as anaphylactic reaction, pyrexia, chest pain, pruritus,
chills, vomiting, nausea, hypotension, and blurred vision.

Pre-medicate patients with histamine-1 receptor antagonist, acetaminophen,
and corticosteroids. Monitor patients for systemic administration-related
reactions, especially following the first and second injections. For
anaphylactic reaction or life-threatening (Grade 4) administration-related
reactions, immediately and permanently discontinue DARZALEX FASPRO®.
Consider administering corficosteroids and other medications after the
administration of DARZALEX FASPRO® depending on dosing regimen and
medical history to minimize the risk of delayed (defined as occurring the

day after administration) systemic administration-related reactions.

Ocular adverse reactions, including acute myopia and narrowing of the
antferior chamber angle due to ciliochoroidal effusions with potential
forincreased intfraocular pressure or glaucoma, have occurred with
daratumumab-containing products. If ocular symptoms occur, interrupt
DARZALEX FASPRO® and seek immediate ophthalmologic evaluation prior
fo restarfing DARZALEX FASPRO®.

Local Reactions

In this pooled safety population, injection-site reactions occurred in 7%

of patients, including Grade 2 reactions in 0.8%. The most frequent (>1%)
injection-site reaction was injection-site erythema. These local reactions
occurred a median of 5 minutes (range: 0 minutes to 6.5 days) after starting
administration of DARZALEX FASPRO®. Monitor for local reactions and consider
symptomatic management.

Neutropenia

Daratumumalb may increase neutropenia induced by background
therapy. Monitor complete blood cell counts periodically during treatment
according fo manufacturer’s prescribing information for background
therapies. Monitor patients with neutropenia for signs of infection. Consider
withholding DARZALEX FASPRO® until recovery of neutrophils. In lower body
weight patients receiving DARZALEX FASPRO®, higher rates of Grade 3-4
neufropenia were observed.

Thrombocytopenia

Daratumumab may increase thrombocytopenia induced by background
therapy. Monitor complete blood cell counts periodically during treatment
according to manufacturer's prescribing information for background
therapies. Consider withholding DARZALEX FASPRO® until recovery of platelets.

Continued on next page

Y DARZALEX Faspro®

(daratumumab and hyaluronidase-fihj)
Injection for subcutaneous use | 1,800ma/30,000units 45
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Important Safety Information
for DARZALEX FASPRO® (cont)

Embryo-Fetal Toxicity

Based on the mechanism of action, DARZALEX FASPRO® can cause

fetal harm when administered to a pregnant woman. DARZALEX FASPRO®
may cause depletion of fetal immune cells and decreased bone density.
Advise pregnant women of the potential risk to a fetus. Advise females with
reproductive potential to use effective contraception during freatment
with DARZALEX FASPRO® and for 3 months after the last dose.

The combination of DARZALEX FASPRO® with lenalidomide, thalidomide,
or pomalidomide is confraindicated in pregnant women because
lenalidomide, thalidomide, and pomalidomide may cause birth defects
and death of the unborn child. Refer to the lenalidomide, thalidomide,
or pomalidomide prescribing information on use during pregnancy.
Interference With Serological Testing

Daratumumab binds to CD38 on red blood cells (RBCs) and

results in a positive indirect antiglobulin test (indirect Coombs test).
Daratumumab-mediated positive indirect antiglobulin test may persist
for up to 6 months after the last daratumumalb administration.
Daratumumab bound to RBCs masks detection of antibodies to minor
antigens in the patient’s serum. The determination of a patient’s ABO
and Rh blood type are not impacted.

Nofify blood transfusion centers of this inferference with serological testing
and inform blood banks that a patient has received DARZALEX FASPRO®.
Type and screen patients prior fo starting DARZALEX FASPRO®.
Interference With Determination of Complete Response

Daratumumab is a human immunoglobulin G (IgG) kappa monoclonal
antibody that can be detected on both the serum protein electrophoresis
(SPE) and immunofixation (IFE) assays used for the clinical monitoring

of endogenous M-protein. This interference can impact the
determination of complete response and of disease progression in some
DARZALEX FASPRO®-treated patients with IgG kappa myeloma protein.

ADVERSE REACTIONS

In multiple myeloma, the most common adverse reaction (220%) with
DARZALEX FASPRO® monotherapy is upper respiratory tract infection. The
most common adverse reactions with combination therapy (220% for
any combination) include fatigue, nausea, diarrhea, dyspnea, insomnia,
headache, pyrexia, cough, muscle spasms, back pain, vomiting,
hypertension, upper respiratory fract infection, peripheral neuropathy,
peripheral sensory neuropathy, constipation, pneumonia, edema,
peripheral edema, musculoskeletal pain, and rash.

The most common hematology laboratory abnormalities (240%) with
DARZALEX FASPRO® are decreased leukocytes, decreased lymphocytes,
decreased neutrophils, decreased platelets, and decreased hemoglobin.

Please click here to see the full Prescribing Information for DARZALEX FASPRO®.

Ccp-143279v9

References: 1. DARZALEX FASPRO® [Prescribing Information]. Horsham, PA: Janssen Biotech,
Inc. 2. DARZALEX® [Prescribing Information]. Horsham, PA: Janssen Biotech, Inc. 3. Data on file.
Janssen Biotech, Inc. 4. Mateos M-V, Nahi H, Legiec W, et al. Subcutaneous versus infravenous
daratumumab in patients with relapsed or refractory multiple myeloma (COLUMBA):

a multicentre, open-label, non-inferiority, randomised, phase 3 trial. Lancet Haematol.
2020;7(5):e370-e380.

Trademarks are the property of their respective owners.
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DARZALEX

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

ANV 4

For the treatment of adult patients with multiple myeloma

Dosing and Administration Guide

INDICATIONS

DARZALEX® (daratumumab) is indicated for the treatment of adult patients
with multiple myeloma:

¢ In combination with lenalidomide and dexamethasone in newly
diagnosed patients who are ineligible for autologous stem cell transplant
and in patients with relapsed or refractory multiple myeloma who have
received at least one prior therapy

¢ In combination with bortezomib, melphalan, and prednisone in newly
diagnosed patients who are ineligible for autologous stem cell transplant

¢ In combination with bortezomib, thalidomide, and dexamethasone in newly
diagnosed patients who are eligible for autologous stem cell tfransplant

¢ In combination with bortezomib and dexamethasone in patients who
have received at least one prior therapy

* In combination with carfilzomib and dexamethasone in patients with
relapsed or refractory multiple myeloma who have received one to
three prior lines of therapy

¢ In combination with pomalidomide and dexamethasone in patients who
have received at least two prior therapies including lenalidomide and a
proteasome inhibitor

* As monotherapy in patients who have received at least three
prior lines of therapy including a proteasome inhibitor (Pl) and an
immunomodulatory agent or who are double-refractory to a Pl and an
immunomodulatory agent

Select Important Safety Information

CONTRAINDICATIONS

DARZALEX® is contraindicated in patients with a history of severe
hypersensitivity (eg, anaphylactic reactions) fo daratumumab or any of
the components of the formulation.

WARNINGS AND PRECAUTIONS

Infusion-Related Reactions

DARZALEX® can cause severe and/or serious infusion-related reactions
including anaphylactic reactions. These reactions can be life-threatening,
and fatal outcomes have been reported.

Please see Important Safety Information for DARZALEX® on pages 86—88.
Please click here for full Prescribing Information for DARZALEX FASPRO®.
Please click here for full Prescribing Information for DARZALEX®.
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DARZALEX® mechanism of action

DARZALEX® is a first-in-class monoclonal antibody that targets CD38>

e CD38 is expressed on hematopoietic cells, other cell types and tissues,
and is highly expressed on multiple myeloma cells?

* DARZALEX® inhibits tumor cell growth through immune-mediated, direct
on-tumor, and immunomodulatory actions. DARZALEX® may also have
an effect on normal cells?

DARZALEX FASPRO® makes subcutaneous injection

DIDR (I oossible, starting with the first dose. DARZALEX® patients
KNOW? can also be switched to DARZALEX FASPRO® at any
point in approved DARZALEX FASPRO®indications only."®

Select Important Safety Information

CONTRAINDICATIONS

DARZALEX® is contraindicated in patients with a history of severe
hypersensitivity (eg, anaphylactic reactions) to daratumumab or any of
the components of the formulation.

WARNINGS AND PRECAUTIONS

Infusion-Related Reactions

DARZALEX® can cause severe and/or serious infusion-related reactions
including anaphylactic reactions. These reactions can be life-threatening,
and fatal outcomes have been reported. In clinical trials (monotherapy
and combination: N=2066), infusion-related reactions occurred in 37%

of patients with the Week 1 (16 mg/kg) infusion, 2% with the Week 2
infusion, and cumulatively 6% with subsequent infusions. Less than 1%

of patients had a Grade 3/4 infusion-related reaction at Week 2 or
subsequent infusions. The median time to onset was 1.5 hours (range: 0 to
73 hours). Nearly all reactions occurred during infusion or within 4 hours

of completing DARZALEX®. Severe reactions have occurred, including
bronchospasm, hypoxia, dyspnea, hypertension, tachycardia, headache,
laryngeal edema, pulmonary edema, and ocular adverse reactions,
including choroidal effusion, acufe myopia, and acute angle closure
glaucoma. Signs and symptoms may include respiratory symptoms, such
as nasal congestion, cough, throat irritation, as well as chills, vomiting, and
nausea. Less common signs and symptoms were wheezing, allergic rhiniftis,
pyrexia, chest discomfort, pruritus, hypotension, and blurred vision.

How DARZALEX® is supplied?

Dosage form and strengths?

DARZALEX®is a colorless to pale yellow, preservative-free solution
for intfravenous (V) infusion.

e DARZALEX® is supplied in single-use vials

100 mg/5 mL 400 mg/20 mL
(20 mg/mL) (20 mg/mL)

E Storage?

e Store in a refrigerator at 2°C to 8°C (36°F to 46°F)

e Do not freeze or shake. Protect from light. This product contains
no preservative

DARZALEX® is given infravenously over 7 hours for the
DID YOU first infusion, 4 hours for the second infusion, and 3 hours
for subsequent infusions (median). DARZALEX FASPRO®
(daratumumab and hyaluronidase-fihj) is administered
subcutaneously over ~3 to 5 minutes.'?

KNOW?

Select Important Safety Information

Interference With Serological Testing

Daratumumab binds to CD38 on red blood cells (RBCs) and results in a
positive indirect antiglobulin test (indirect Coombs test). Daratumumalb-
mediated positive indirect antiglobulin test may persist for up to 6 months
after the last daratumumab infusion. Daratumumab bound to RBCs
masks detection of anfibodies to minor antigens in the patient’s serum.
The determination of a patient’s ABO and Rh blood type is not impacted.
Notify blood fransfusion centers of this interference with serological tesfing
and inform blood banks that a patient has received DARZALEX®. Type and
screen patients prior to starting DARZALEX®.

Please see Important Safety Information for DARZALEX®  _* :
on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (dqra}umumaQ)

for full Prescribing Information for DARZALEX®. 00mess L 00mgomL 4
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DARZALEX® dosing schedules?

DARZALEX® is indicated for use in 7 different regimens

Indicated regimen*

In combination with
lenalidomide or
pomalidomide

and dexamethasone
(4-week cycle)
(DRd)(DPd);

or for monotherapy

With carfilzomib and
dexamethasone
(4-week cycle) (DKd)

With bortezomib,
melphalan, and
prednisone

(6-week cycle) (DVMP)

Weeks 1-8

Weeks 9-24

Week 25 onward until
disease progression

Treatment weekly
(total of 8 doses)

Treatment every
2 weeks
(total of 8 doses)

Treatment every
4 weeks

Week 1 (8 mg/kg)

Weeks 2-8 (16 mg/kg)

Weeks 9-24 (16 mg/kg)

Week 25 onward until
disease progression
(16 mg/kg)

Treatment Days 1 and 2
(total of 2 doses)

Treatment weekly
(total of 7 doses)

Treatment every
2 weeks
(tfotal of 8 doses)

Treatment every
4 weeks

Weeks 1-6

Weeks 7-54

Week 55 onward unfil
disease progression

Treatment weekly
(total of 6 doses)

Treatment every
3 weeks
(total of 16 doses)

Treatment every
4 weeks

*See dosage and administration section of the full Prescribing Information for more detail. When DARZALEX® is

administered as part of a combination therapy, see the prescribing information for dosage recommendations

for the other drugs.

Select Important Safety Information

Nevutropenia and Thrombocytopenia

DARZALEX® may increase neutropenia and thrombocytopenia induced
by background therapy. Monitor complete blood cell counts periodically
during treatment according to manufacturer’s prescribing information
for background therapies. Monitor patients with neutropenia for signs of
infection. Consider withholding DARZALEX® until recovery of neutrophils or

forrecovery of platelefs.

Indicated regimen*

Treatment weekly

Weeks 1-9 (total of 9 doses)
With bortezomib and Treatment every
dexamethasone Weeks 10-24 3 weeks

(3-week cycle) (DVd) (total of 5 doses)

Week 25 onward until
disease progression

Treatment weekly

Treatment every
4 weeks

Weeks 1-8 (total of 8 doses)
Treatment every
Weeks 9-16 2 weeks

With bortezomib, (tfotal of 4 doses)

thalidomide, and
dexamethasone

Stop for high-dose chemotherapy and ASCT
(4-week cycle) (DVTd)

Consolidation Consolidation

Treatment every
2 weeks
(total of 4 doses)

Weeks 1-8

*See dosage and administration section of the full Prescribing Information for more detail. When DARZALEX® is
administered as part of a combination therapy, see the prescribing information for dosage recommendations
for the other drugs.

ASCT=autologous stem cell fransplant.

Select Important Safety Information

Interference With Determination of Complete Response

Daratumumab is a human immunoglobulin G (IgG) kappa monoclonal
antibody that can be detected on both the serum protein electrophoresis
(SPE) and immunofixation (IFE) assays used for the clinical monitoring of
endogenous M-protein. This interference can impact the determination of
complete response and of disease progression in some patients with IgG
kappa myeloma protein.

ALY

Please see Important Safety Information for DARZALEX® % .
on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (daratumumab)

e . tion f 1 s inf
for full Prescribing Information for DARZALEX®. 100 mg/5mL 400 myzomL
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DARZALEX® + VMP dosing schedule? 2
In adult patients with newly diagnosed, transplant-ineligible DARZALEX® dosing frequency decreases over time?
mU"iple mYe|°mC|2 See the @ marks below to follow along with the suggested dosing schedules for each cycle.
Dosing schedule based on a randomized, active-controlled frial 9
(C] o
DARZALEX® in combination with bortezomib and melphalan and SBR[ e E) JolalCibPARZALE R osEs
prednisone (\/MP) (n=350) vs VMP alone (n=356) Day 12345678 91011121314151617 18192021 222324252627 2829 30 31 323334353637 3839 40 41 42
DARZALEX® weekly @: ® ® ® ® ®
Recommended dosage and schedule for DARZALEX® portezomib ® & 9 o | @ 0 o o
melphalan/prednisone : : : ; o
<
o P given as once weekly infusion The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days. oy
iz e (6 doses per 6-week cycle; Cycles 1* to 2;
6-Week Cycle .
Weeks 1 to 6) Cycles 2-9 (6-week cycles) Total of 16 DARZALEX® doses
v Day 1234567 891011121314151617 18192021 222324252627 28293031 3233343536 37383940 41 42
given as 1 infusion every 3 weeks DARZALEX® 3 3 ; -
2 6D?V\SI§ZIEeCrZycIe (twice per 6-week cycle; Cycles 2 to 9; every 3 weeks & § § ® ‘ %‘io
Weeks 7 to 54) bortezomib ° . § . . 958
v ) ) ) melphalan/prednisone ‘ ‘ ‘ ‘ < 3
given as 1 infusion every 4 weeks =
2eH e 4-week cycle; Cycles 10+; Weeks 55+
4-Week Cycle (on.ce. per 4-week cycle; Cycles ; Weeks 55
until disease progression) Continue DARZALEX® until disease progression or unacceptable toxicity
(dosed once every 4 weeks)
Day 1 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 g
Z Z estimated Year 1 infusion visits DARZALEX® § § §
L every 4 weeks L : 3 3
Infusion reactions of any grade or severity may be managed by inferruption,
See fable on. page 53 o o modification, and/or discontinuation of the infusion. DARZALEX® should be
* Borfezomib was administered by subcutaneous (SC) injection at permanently discontinued upon the third occurrence of a Grade 3 infusion o
a dose of 1.3 mg/m? twice weekly at Weeks 1, 2, 4, and 5 for the reaction and upon any occurrence of a Grade 4 infusion reaction. S
first 6-week cycle (Cycle 1; 8 doses), followed by once weekly . ®
administrations at Weeks 1, 2, 4, and 5 for eight more 6-week cycles No dose redgchons of DARZALEX® are recommended. Dose delay
(Cycles 2-9; 4 doses per cycle)t may be required to allow recovery of blood cell counts in the event of
' ) ) . myelosuppression [see Warnings and Precautions (5.3, 5.4)]. For information
* Melphalan at 9 mg/m? and prednisone at 60 mg/m? were orally concerning drugs given in combination with DARZALEX®, see manufacturer's
administered on Days 1 to 4 of the nine é6-week cycles (Cycles 1-9) prescribing information. 5
* DARZALEX® treatment was continued until disease progression or z
unacceptable toxicity
*The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.
fFor dosing instructions of combination agents administered with DARZALEX®, see the Clinical
Studies (14.1) section of the full Prescribing Information for DARZALEX® and the respective
manufacturer’s prescribing information.
o

Select Important Safety Information

WARNINGS AND PRECAUTIONS
Infusion Reactions - DARZALEX® can cause severe and/or serious infusion

Please see Important Safety Information for DARZALEX® o~ . reactions, including anaphylactic reactions. In clinical trials, approximately
on pages 86-88. Please click here for full Prescribing DARZALEX half of all patients experienced an infusion reaction. Most infusion reactions >
Information for DARZALEX®. Please click here for full (daratumumab) occurred during the first infusion and were Grade 1-2. Infusion reactions S
o Prescribing Information for DARZALEX FASPRO®. o mg/SL 400 mgsomL " can also occur with subsequent infusions. - E
>
@
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DARZALEX® + Rd dosing schedule?

In adult patients with newly diagnosed, transplant-ineligible DARZALEX® dosing frequency decreases over time?
muliiple myelomc12 See the @ marks below to follow along with the suggested dosing schedules for each cycle.
. . . . Cycles 1-2 (each lasting 28 days; Total of 8 DARZALEX® doses
Dosing schedule based on a randomized, active-controlled frial i ( e ¥s) o
Day 1 2 3 45 6 7 8 9 1011 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28 Z
DARZALEX® in combination with lenalidomide and dexamethasone (Rd) DARZALEX® weekly @ ‘® ‘e ‘®
S - : : : N
(n=368) vs Rd alone (n=369) lenalidomide 000000000000000000000 ©
: : : freatment
dexamethasone : : :
Recommended dosage and schedule for DARZALEX®? SThe first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.
o
=
given as once weekly infusion Cycles 3-6 (each lasting 28 days) Total of 8 DARZALEX® doses a
Doses Per . * .
(4 doses per 4-week cycle; Cycles 1* to 2; Day 1 2 3 45 6 7 8 9101 12131415 16 17 18 19 20 21 22 23 24 25 26 27 28
28-Day Cycle
tieehe Loy DARZALEX® i i i
v every 2 weeks i . No
EEEG [ given as 1 infusion eve'Y.2 weeks . lenalidomide 000000000000000000000 i cqiment 32
28-Day Cycle (twice per 4-week cycle; Cycles 3 to 6; deramethasone : : : 8o
Weeks 9 to 24) g_g z
v 38
D P given as 1 infusion every 4 weeks Cycles 7 onward (each lasting 28 days) Total of 8 DARZALEX® doses =
1 280-5Dedyeéy0|e (once per 4-week cycle; Cycle 7; Week 25+ Day 1.2 3 45 6 7 8 91011 1213 141516 17 18 19 20 21 22 23 24 25 26 27 28
until disease progression) DARZALEX® ‘ ‘ ‘
[ ]
every 4 weeks No o
lenalidomide 000000000000000000000 i cqiment P
estimated Year 1 infusion visits g : : :
_ examethasone : : :
See table on page 55 » Continue DARZALEX® + Rd until disease progression or unacceptable toxicity
* Lenalidomide 25 mg was given orally on Days 1-21 of each cyclef . . . . . =
« Dexamethasone 40 ma was aiven orally of IV once a week: Infusion reactions of any grade or severity may be managed by interruption, by
. g 9 y modification, and/or discontinuation of the infusion. DARZALEX® should be
— On DARZALEX® infusion days, the entire dexamethasone dose permanently discontinued upon the third occurrence of a Grade 3 infusion
was given as a pre-infusion medication reaction and upon any occurrence of a Grade 4 infusion reaction.
No dose reductions of DARZALEX® are recommended. Dose delay
*The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days. may be reqU|re,d fo allow rec,overy of blood C.e” counts in the eYefm of . o
For dosing instructions of combination agents administered with DARZALEX®, see the Clinical Studies myelosuppresaon [S_ee Worn/ngs Ond PrechTlons (5.3, 5.4)]. For information , E
(14.2) section of the full Prescribing Information for DARZALEX® and the respective manufacturer's concerning drugs given in combination with DARZALEX®, see manufacturer’s
prescribing information. prescrib|ng |nformohon.
*Please see the full Prescribing Information for DARZALEX® for more information regarding
dexamethasone dosage and administration.
o

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Infusion Reactions - DARZALEX® can cause severe and/or serious infusion
reactions, including anaphylactic reactions. In clinical trials, approximately

N

Please see Important Safety Information for DARZALEX®

N
N
A
N
N

N4

on pages 86-88. Please click here for full Prescribing DARZALEX half of all patients experienced an infusion reaction. Most infusion reactions >
Information for DARZALEX®. Please click here for full (dara}umumaQ) occurred during the first infusion and were Grade 1-2. Infusion reactions S
Prescribing Information for DARZALEX FASPRO®. Tongis L d0omgomL can also occur with subsequent infusions. - E
>
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DARZALEX® + VTd dosing schedule?

In adult patients with newly diagnosed, transplant-eligible
multiple myeloma?

Dosing schedule based on an open-label, randomized,
active-controlled frial

DARZALEX® in combination with bortezomib, thalidomide, and
dexamethasone (VTd) (n=543) vs VTd alone (n=542)

Recommended dosage and schedule for DARZALEX®?

iven as once weekly infusion
4 Doses Per 9 4

(4 doses per 4-week cycle; Cycles 1* to 2;

28-Day Cycle  \yocks 110 8)
) 4
2 Doses Per given as 1 infusion every 2 weeks
i (twice per 4-week cycle; Cycles 3 to 6;
28-Day Cycle Weeks 9 to 16)
Stop for high-dose chemotherapy and ASCT
given as 1 infusion every 2 weeks
2 Doses Per Cycle (twice per 4-week cycle; Cycles 5 to é;

Weeks 1 fo 8 of consolidation phase)

1 6 [ﬂ estimated Year 1 infusion visits

See table on page 57 »

¢ Bortezomib 1.3 mg/m? was injected subcutaneously or IV on Days 1, 4,
8, and 11 of Cycles 1-4*

e Thalidomide 100 mg was given orally daily during é bortezomib cycles

¢ Dexamethasone 40 mg was given orally or IV on Days 1, 2, 8, 9, 15, 16,
22, and 23 of Cycles 1-2, and at 40 mg on Days 1-2 and 20 mg was
administered on Days 1, 2, 8, 9, 15, 16 in Cycles 5-6f

— On DARZALEX® infusion days, the entire dexamethasone dose was
given as a pre-infusion medication

ASCT=autologous stem-cell fransplant.

*For dosing instructions of combination agents administered with DARZALEX®, see Clinical
Studies (14.1) section of the full Prescribing Information for DARZALEX® and the respective
manufacturer’s prescribing information

Please see the full Prescribing Information for DARZALEX® for more information regarding
dexamethasone dosage and administration

Please see Important Safety Information for DARZALEX®

2% AU
N4

on pages 86-88. Please click here for full Prescribing DARZALEX
Information for DARZALEX®. Please click here for full (d%ra}umumab)
Prescribing Information for DARZALEX FASPRO®. 0 mg5mL, 400myzomL

DARZALEX® dosing frequency decreases over time?

See the @ marks below fo follow along with the suggested dosing schedules for each cycle.

Cycles 1-2 (each lasting 28 days) Total of 8 DARZALEX® doses
Day 1 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX® weekly @: ) ‘e )

bortezomib [ ] [ ) ([ ] ;

thalidomide 0000000000000000000000000000
dexamethasone ‘ ‘ ‘

§The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Cycles 3-4 (each lasting 28 days) Total of 4 DARZALEX® doses

Day 1 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX® : i

every 2 weeks o : 3.

bortezomib ° ° ) ° ‘

thalidomide 0000000000000000000000000000
Stop for high-dose chemotherapy and ASCT

Cycles 5-6 (each lasting 28 days) Total of 4 DARZALEX® doses

Day 1 2 3 4 5 6 7 8 9 1011 1213 141516 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX® i i

every 2 weeks i : 3.

bortezomib ° ° ) ° ‘ ‘

thalidomide 0000000000000000000000000000

dexamethasone ‘ ‘ ‘

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Infusion Reactions — DARZALEX® can cause severe and/or serious infusion
reactions, including anaphylactic reactions. In clinical trials, approximately
half of all patients experienced an infusion reaction. Most infusion reactions
occurred during the first infusion and were Grade 1-2. Infusion reactions
can also occur with subsequent infusions.
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DARZALEX® + Rd dosing schedule for patients
with relapsed/refractory multiple myeloma?

In patients at first relapse?
Dosing schedule based on a randomized, active-controlled trial

DARZALEX® in combination with lenalidomide and dexamethasone (Rd)
(n=286) vs Rd alone (n=283)

Recommended dosage and schedule for DARZALEX®?

4 Doses Per given as once weekly infusion
(4 doses per 4-week cycle; Cycles 1* to 2;
28-Day Cycle ks 1o 8)
) 4
given as 1 infusion every 2 weeks
2 gg-sgg;gycle (twice per 4-week cycle; Cycles 3 to 6;
Weeks 9 to 24)
v
Dose Per given as 1 infusion every 4 weeks
1 28-Day Cycle (once per 4-week cycle; Cycle 7+; Week 25+

until disease progression)

estimated Year 1 infusion visits

23w

See table on page 59 »
¢ Lenalidomide 25 mg was given orally on Days 1-21 of each cyclef
* Dexamethasone 40 mg was given orally or IV once a week*

— On DARZALEX® infusion days, 20 mg of the dexamethasone dose
was given as a pre-infusion medication and the remainder given
the day after the infusion

— For patients on a reduced dexamethasone dose, the entire
20 mg dose was given as a DARZALEX® pre-infusion medication

*The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

For dosing instructions of combination agents administered with DARZALEX®, see the Clinical Studies
(14.2) section of the full Prescribing Information for DARZALEX® and the respective manufacturer's
prescribing information.

*Please see the full Prescribing Information for DARZALEX® for more information regarding
dexamethasone dosage and administration.

Please see Important Safety Information for DARZALEX®
on pages 86-88. Please click here for full Prescribing
Information for DARZALEX®. Please click here for full
Prescribing Information for DARZALEX FASPRO®.

AP
2% AU
N4

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

DARZALEX

DARZALEX® dosing frequency decreases over time?

See the @ marks below to follow along with the suggested dosing schedules for each cycle.

Cycles 1-2 (each lasting 28 days) Total of 8 DARZALEX® doses

Day 1 2 3 45 6 7 8 9 101 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX® weekly @ ) ‘e ‘e
000000000000000000000

No
treatment

lenalidomide

dexamethasone

§The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Total of 8 DARZALEX® doses

Cycles 3-6 (each lasting 28 days)

Day 12 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
® i i

Zc:rZyA; I\i\z(eeks i b : No

lenalidomide 000000000000000000000 jqgiment

dexamethasone ‘ ‘ :

Day 12 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX®

every 4 weeks . : : : No

lenalidomide 000000000000000000000 j-qgiment

dexamethasone ‘ ‘ :

Continue DARZALEX® + Rd until disease progression or unacceptable toxicity

Infusion reactions of any grade or severity may be managed by interruption,
modification, and/or discontinuation of the infusion. DARZALEX® should be
permanently discontinued upon the third occurrence of a Grade 3 infusion
reaction and upon any occurrence of a Grade 4 infusion reaction.

No dose reductions of DARZALEX® are recommended. Dose delay

may be required to allow recovery of blood cell counts in the event of
myelosuppression [see Warnings and Precautions (5.3, 5.4)]. For information
concerning drugs given in combination with DARZALEX®, see manufacturer’s
prescribing information.

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Infusion Reactions — DARZALEX® can cause severe and/or serious infusion
reactions, including anaphylactic reactions. In clinical trials, approximately
half of all patients experienced an infusion reaction. Most infusion reactions
occurred during the first infusion and were Grade 1-2. Infusion reactions
can also occur with subsequent infusions.
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DARZALEX® + Vd dosing schedule?

In patients at first relapse?
Dosing schedule based on a randomized, active-controlled frial

DARZALEX® in combination with bortezomib and dexamethasone (Vd)
(n=251) vs Vd alone (n=247)

Recommended dosage and schedule for DARZALEX®?

3 Doses Per given as once weekly infusion
) (3 doses per 3-week cycle; Cycles 1* to 3;
21-Day Cycle ks 1109)

A 4
given as 1 infusion every 3 weeks
1 2Df-sl)eé;gycle (once per 3-week cycle; Cycles 4 to 8;
Weeks 10 to 24)
v
Doses Per given as 1 infusion every 4 weeks
1 4-Week Cycle (once per 4-week cycle; Cycles 9+; Weeks 25+

unftil disease progression)

estimated Year 1 infusion visits

21w

See table on page 61 »
¢ Bortezomib 1.3 mg/m? was administered by subcutaneous injection or
IV infusion on Days 1, 4, 8, and 11 of each cycle for a total of 8 cycles?
¢ Dexamethasone 20 mg was given orally once daily on Days 1, 2, 4, 5,
8,9, 11, and 12 for a total of 8 cycles*

— On the days of DARZALEX® infusion, 20 mg of the dexamethasone
dose was administered as a pre-infusion medication and was
continued as a pre-medication after Vd discontinuation

— For patients on a reduced dexamethasone dose, the entire 20 mg
dose was given as a DARZALEX® pre-infusion medication

*The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Please refer to the bortezomib prescribing information for more detailed information about
twice-weekly bortezomib dosing.

*Please see the full Prescribing Information for DARZALEX® for more information regarding
dexamethasone dosage and administration.

Please see Important Safety Information for DARZALEX®
on pages 86-88. Please click here for full Prescribing
Information for DARZALEX®. Please click here for full
Prescribing Information for DARZALEX FASPRO®.

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

60

RDARZALEX

DARZALEX® dosing frequency decreases over time?

See the @ marks below to follow along with the suggested dosing schedules for each cycle.

Cycles 1-3 (each lasting 21 days) Total of 9 DARZALEX® doses

Day 1 2 3 4 5 6 7 8 9 1011 1213 1415 16 17 18 19 20 21
DARZALEX® weekly @5 ‘e ‘e

‘ ‘ No
bortezomib [ ] [ ] i J [ ]

: treatment
dexamethasone

§The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Cycles 4-8 (each lasting 21 days) Total of 5 DARZALEX® doses

Day 1 2 3 4 5 6 7 8 9 101 1213 14 1516 17 18 19 20 21
DARZALEX®

every 3 weeks ® :

bortezomib ° °® ‘® PS No treatment
dexamethasone

Continue DARZALEX® once every 4 weeks until disease progression?

NOTE: Bortezomib and dexamethasone dosing should be stopped after 8 cycles.

Infusion reactions of any grade or severity may be managed by interruption,
modification, and/or discontinuation of the infusion. DARZALEX® should be
permanently disconfinued upon the third occurrence of a Grade 3 infusion
reaction and upon any occurrence of a Grade 4 infusion reaction.

No dose reductions of DARZALEX® are recommended. Dose delay may be
required to allow recovery of blood cell counts in the event of myelosuppression
[see Warnings and Precautions (5.3, 5.4)]. For information concerning drugs
given in combination with DARZALEX®, see manufacturer’s prescribing
information.

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Infusion Reactions — DARZALEX® can cause severe and/or serious infusion
reactions, including anaphylactic reactions. In clinical trials, approximately
half of all patients experienced an infusion reaction. Most infusion reactions
occurred during the first infusion and were Grade 1-2. Infusion reactions

can also occur with subsequent infusions. o

PAQ

Pda

2 [¢}

O
>
=
N
>
=
m
x

®



https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX+Faspro-pi.pdf

62

DARZALEX® + Pd dosing schedule?

In patients with 22 prior lines of therapy including lenalidomide
and a proteasome inhibitor (PI)?

Dosing schedule based on an open-label trial

DARZALEX® in combination with pomalidomide and dexamethasone (Pd)
[N=103]?

Recommended dosage and schedule for DARZALEX®?

4 Doses Per given as once weekly infusion
(4 doses per 4-week cycle; Cycles 1* to 2;
CLH L S TG 8)
) 4
given as 1 infusion every 2 weeks
2 gg-sgé;gycle (twice per 4-week cycle; Cycles 3 to 6;
Weeks 9 to 24)
A 4

given as 1 infusion every 4 weeks
(once per 4-week cycle; Cycle 7+; Week 25+

1 Dose Per
28-Day Cycle until disease progression)

23 @

See table on page 63 >

estimated Year 1 infusion visits

¢ Pomalidomide 4 mg was given orally on Days 1-21 of each cyclef
e Dexamethasone 40 mg was given orally or IV once a week*

— On DARZALEX® infusion days, 20 mg of the dexamethasone dose
was given as a pre-infusion medication and the remainder given
the day after the infusion

— For patients on a reduced dexamethasone dose, the entire 20 mg
dose was given as a DARZALEX® pre-infusion medication

*The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Please refer to the pomalidomide prescribing information for more detailed information about
pomalidomide dosing.

*Please see the full Prescribing Information for DARZALEX® for more information regarding
dexamethasone dosage and administration.

Please see Important Safety Information for DARZALEX®
on pages 86-88. Please click here for full Prescribing
Information for DARZALEX®. Please click here for full
Prescribing Information for DARZALEX FASPRO®.

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

RDARZALEX

DARZALEX® dosing frequency decreases over time?

See the @ marks below to follow along with the suggested dosing schedules for each cycle.

Total of 8 DARZALEX® doses

Day 1 2 3 4 5 6 7 8 9 101 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28

Cycles 1-2 (each lasting 28 days)

DARZALEX® weekly @ ) ‘® ‘o
000000000000000000000

No

pomalidomide
treatment

dexamethasone

§The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Cycles 3-6 (each lasting 28 days) Total of 8 DARZALEX® doses

Day 12 3 45 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX® i i

[ ] i @
every 2 weeks : : : No
pomalidomide 000000000000000000000 j-qgiment

dexamethasone

Cycles 7 onward (each lasting 28 days)

Day 12 3 4 5 6 7 8 91011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX® °
every 4 weeks No

treatment

pomalidomide 000000000000000000000

dexamethasone

Continue DARZALEX® + Pd until disease progression

Infusion reactions of any grade or severity may be managed by inferruption,
modification, and/or discontinuation of the infusion. DARZALEX® should be
permanently discontinued upon the third occurrence of a Grade 3 infusion
reaction and upon any occurrence of a Grade 4 infusion reaction.

No dose reductions of DARZALEX® are recommended. Dose delay

may be required to allow recovery of blood cell counts in the event

of myelosuppression [see Warnings and Precautions (5.3, 5.4)]. For
information concerning drugs given in combination with DARZALEX®, see
manufacturer’s prescribing information.

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Infusion Reactions — DARZALEX® can cause severe and/or serious infusion
reactions, including anaphylactic reactions. In clinical trials, approximately
half of all patients experienced an infusion reaction. Most infusion reactions
occurred during the first infusion and were Grade 1-2. Infusion reactions
can also occur with subsequent infusions.
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DARZALEX® + Kd dosing schedule?

In patients with 1 to 3 prior lines of therapy
Dosing schedule based on a randomized, open-label trial

DARZALEX® in combination with carfilzomib and dexamethasone (Kd) [n=466]?

Recommended dosage and schedule for DARZALEX®?

5 Doses Per given as once weekly infusion
(5 doses per 4-week cycle; Cycles 1* to 2;
28-Day Cycle v ois 110 4)
D 4
given as once weekly infusion
4 gg-sgé;gycle (4 doses per 4-week cycle; Cycle 2;
Weeks 5 to 8)
v
Doses Per given as 1 infusion every 2 weeks
2 28-Day Cycle (twice per 4-week cycle; Cycle 3 to 6; Weeks 9
to 24 until disease progression)
v

given as 1 infusion every 4 weeks
(once per 4-week cycle; Cycle 7+; Week 25+

‘I Dose Per
28-Day Cycle until disease progression)

2@

See table on page 65 >

estimated Year 1 infusion visits

» Carfilzomib was administered by IV infusion Days 1 and 2, 8, 9, 15, and
16 of each cycle for a total of 8 cycles.t

* Dexamethasone 20 mg was given orally or infravenously on Days 1, 2, 8,
9,15 and 16 and then 40 mg orally or infravenously on Day 22 for a total
of 8 cyclest

— On DARZALEX® infusion dayys, 20 mg of the dexamethasone dose
was given as a pre-infusion medication and the remainder given
the day after the infusion

— For patients on a reduced dexamethasone dose, the entire 20 mg
dose was given as a DARZALEX® pre-infusion medication

*The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

'Please refer to the carfilzomib prescribing information for more detailed information about
twice weekly and once-weekly carfilzomib dosing.

*Please see the full Prescribing Information for DARZALEX® for more information regarding
dexamethasone dosage and administration.

Please see Important Safety Information for DARZALEX®
on pages 86-88. Please click here for full Prescribing
Information for DARZALEX®. Please click here for full
Prescribing Information for DARZALEX FASPRO®.

2% AU
N4

DARZALEX

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

AP

DARZALEX® dosing frequency decreases over time?

See the @ marks below to follow along with the suggested dosing schedules for each cycle.

Cycles 1-2 (each lasting 28 days)

Total of 9 DARZALEX® doses

with either Once-weekly or Twice-weekly carfilzomib

Day 1 2 3 45 6 7 8 9101 1213141516 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX® weekly @: ‘@ ) )

Once-weekly carfilzomib : : :

carfilzomib' [ ) )

dexamethasone : :

Twice-weekly carfilzomib : :

carfilzomib? [ X ] o0 o0

dexamethasone : :

§The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

'Carfilzomib was administered intravenously once weekly at a dose of 20 mg/m? on Cycle 1 Day 1
and escalated to dose of 70 mg/m? on Cycle 1 Days 8 and 15, and Days 1, 8, and 15 of each
subsequent 28-day cycle

ICarfilzomib was administered intfravenously at a dose of 20 mg/m?in Cycle 1 on Days 1 and 2;

at a dose of 56 mg/m?in Cycle 1 on Days 8, 9, 15, and 16 ; and at a dose 56 mg/m? on Days 1, 2,
8,9, 15, and 16 of each 28-day cycle thereafter

Cycles 3-6 (each lasting 28 days)

with either Once-weekly or Twice-weekly carfilzomib Total of 8 DARZALEX® doses

Day 1 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX® weekly @ § )

Once-weekly carfilzomib : :

carfilzomib [ ] L J ]

dexamethasone : :

Twice-weekly carfilzomib : :

carfilzomib [ X ] X} o0

dexamethasone : :

Cycles 7 onward (each lasting 28 days)

Total of 8 DARZALEX® doses

Day 12 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

with either Once-weekly or Twice-weekly carfilzomib

DARZALEX® weekly @
Once-weekly carfilzomib

carfilzomib [ ) ]
dexamethasone : :
Twice-weekly carfilzomib : :
carfilzomib [ X ) o0 L X ]
dexamethasone : :

Continue DARZALEX® + Kd once every 4 weeks until

disease progression or unacceptable toxicity

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Infusion Reactions — DARZALEX® can cause severe and/or serious infusion
reactions, including anaphylactic reactions. In clinical trials, approximately
half of all patients experienced an infusion reaction. Most infusion reactions
occurred during the first infusion and were Grade 1-2. Infusion reactions

can also occur with subsequent infusions. 45
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DARZALEX® monotherapy dosing schedule?

In patients with 23 prior lines of therapy including a proteasome
inhibitor (PI) and an immunomodulatory agent or who were
double-refractory to a Pl and an immunomodulatory agent

Dosing schedule based on a single-agent frial (N=106)

Recommended dosage and schedule for DARZALEX®?

4 Doses Per given as 1 weekly infusion
) (4 doses per 4-week cycle; Cycles 1* to 2;

28-Day Cycle  \yocks 110 8)

D 4
2 Doses Per given as 1 infusion every 2 weeks

i (twice per 4-week cycle; Cycles 3 to 6;
28-Day Cycle  \yecks 9 1o 24)
v

given as 1 infusion every 4 weeks
(once per 4-week cycle; Cycles 7+; Weeks 25+

1 Dose Per
AHVE T EL unftil disease progression)

23 @

See table on page 67 >
e Administer DARZALEX® only as an IV infusion after dilution

estimated Year 1 infusion visits

*The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Please see Important Safety Information for DARZALEX®
on pages 86-88. Please click here for full Prescribing
Information for DARZALEX®. Please click here for full
Prescribing Information for DARZALEX FASPRO®.

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

RDARZALEX

DARZALEX® dosing frequency decreases over time?

See the @ marks below fo follow along with the suggested dosing schedules for each cycle.

Total of 8 DARZALEX® doses

Day 1 2 3 4 5 6 7 8 9 101 1213 1415 16 17 18 19 20 21 22 23 24 25 26 27 28

Cycles 1-2 (each lasting 28 days)

DARZALEX® weekly .§ No treatment . No treatment . No treatment . No treatment

§The first prescribed 16 mg/kg dose at Week 1 may be split over 2 consecutive days.

Cycles 3-6 (each lasting 28 days) Total of 8 DARZALEX® doses

Day 12 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28

DARZALEX®
every 2 weeks

Cycles 7 onward (each lasting 28 days)

No treatment

° No treatment o

Day 1 2 3 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
DARZALEX®
every 4 weeks L No treatment

Continue DARZALEX® until disease progression or unacceptable toxicity

Infusion reactions of any grade or severity may be managed by inferruption,
modification, and/or discontinuation of the infusion. DARZALEX® should be
permanently discontinued upon the third occurrence of a Grade 3 infusion
reaction and upon any occurrence of a Grade 4 infusion reaction.

No dose reductions of DARZALEX® are recommended. Dose delay

may be required to allow recovery of blood cell counts in the event of
myelosuppression [see Warnings and Precautions (5.3, 5.4)]. For information
concerning drugs given in combination with DARZALEX®, see manufacturer’s
prescribing information.

Select Important Safety Information

WARNINGS AND PRECAUTIONS

Infusion Reactions — DARZALEX® can cause severe and/or serious infusion
reactions, including anaphylactic reactions. In clinical trials, approximately
half of all patients experienced an infusion reaction. Most infusion reactions
occurred during the first infusion and were Grade 1-2. Infusion reactions
can also occur with subsequent infusions.
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Preparation for DARZALEX® administration?

Prepare the solution for infusion using aseptic technique
as follows:

e Calculate the dose (mg), total volume (mL) of DARZALEX®
solution required, and the number of DARZALEX® vials needed
based on the patient’s actual body weight

e Check that the DARZALEX® solution is colorless to pale yellow.
Do not use if opaque particles, discoloration, or foreign
particles are present

* Remove a volume of 0.9% Sodium Chloride Injection, USP,
from the infusion bag/container that is equal to the required
volume of DARZALEX® solution

» Withdraw necessary amount of DARZALEX® solution and
dilute to appropriate volume by adding to the infusion
bag/container containing 0.9% Sodium Chloride Injection,
USP. Infusion bags/containers must be made of either
polyvinylchloride (PVC), polypropylene (PP), polyethylene
(PE), or polyolefin blend (PP+PE). Dilute under appropriate
condifions. Discard any unused portion left in the vial

* Genlfly invert the bag/container fo mix the solufion.
Do not shake

A To prevent medication errors, it is important to
check the vial labels to ensure that the drug being

prepared and administered is DARZALEX® and
NKEﬁcD)JvO not DARZALEX FASPRO®.!

Select Important Safety Information

Embryo-Fetal Toxicity

Based on the mechanism of action, DARZALEX® can cause fetal harm when
administered to a pregnant woman. DARZALEX® may cause depletion of

fetal immune cells and decreased bone density. Advise pregnant women of
the potential risk to a fetus. Advise females with reproductive potential to use

effective contraception during treatment with DARZALEX® and for 3 months
after the last dose.

The combination of DARZALEX® with lenalidomide, pomalidomide, or
thalidomide is contraindicated in pregnant women because lenalidomide,
pomalidomide, and thalidomide may cause birth defects and death of
the unborn child. Refer to the lenalidomide, pomalidomide, or thalidomide
prescribing information on use during pregnancy.

» Parenteral drug products should be inspected visually for particulate
matter and discoloration prior to administration, whenever solution
and container permit. The diluted solution may develop very small,
translucent to white proteinaceous particles, as daratumumab is a
protein. Do not use if visibly opaque particles, discoloration, or foreign
particles are observed

Since DARZALEX® does not contain a preservative, administer the diluted
solution immediately at room temperature, 15°C to 25°C (59°F to 77°F),
and in room light. Diluted solution may be kept at room temperature for
a maximum of 15 hours (including infusion fime)

If not used immediately, the diluted solution can be stored prior to
administration for up to 24 hours at refrigerated condifions, 2°C to 8°C
(36°F to 46°F), and protected from light. Do not freeze

Select Important Safety Information

ADVERSE REACTIONS

The most frequently reported adverse reactions (incidence >20%) were
upper respiratory infection, neutropenia, infusion-related reactions,
thrombocytopenia, diarrhea, constipation, anemia, peripheral sensory
neuropathy, fatigue, peripheral edema, nausea, cough, pyrexia, dyspnea,
and asthenia. The most common hematologic laboratory abnormalities
(240%) with DARZALEX® are neutropenia, lymphopenia, thrombocytopenia,
leukopenia, and anemia.

ALY

Please see Important Safety Information for DARZALEX® %

on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (dqra}umumaQ)
for full Prescribing Information for DARZALEX®. oo/ 400 mysomL 4

NOILVIVdIdd

>
o
=
2NZ
95
> =
Q3
o
4
~

SNOILOVIY
/S31V¥ NOISNANI

SNOILVIIQIW
NOISN4dNI
-1SOd/-3¥d

NOILVWYOLNI
INEEL A
INVI¥OdWI



https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX+Faspro-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX-pi.pdf

Important information before administering
DARZALEX®

Interference with serological testing?

e Daratumumab binds to CD38 found on red blood cells and results in a
positive indirect antiglobulin fest (indirect Coombs test) that may persist
for up to 6 months after the last DARZALEX® infusion

Typical indirect antiglobulin test from a DARZALEX® patient?*

L a —
£ 3 3 d SUICS E
o tOH T Tes * - e
g 3 B d “ﬁ(d i
RBCs Patient serum Daratumumab Coombs Agglutination Daratumumab-
containing binds CD38 on reagent mediated
daratumumab RBCs positive IAT

IAT=indirect antiglobulin test; RBC=red blood cells.

Reminders

e Type and screen patients before starting DARZALEX®

¢ Inform blood banks when a patient is receiving DARZALEX®
¢ |dentify any DARZALEX®-treated blood samples

¢ Ask patients to tell other healthcare professionals that they have
received DARZALEX®

Prophylaxis for herpes zoster reactivation?

* Initiate antiviral prophylaxis fo prevent herpes zoster reactivation within
1 week of starting DARZALEX® and continue for 3 months following
freatment

Hereditary Fructose Intolerance (HFI)?

* DARZALEX® contains sorbitol. Advise patients with HFI of the risks related
to sorbitol, which is a source of fructose. Patients with HFl cannot break
down fructose, which may cause serious side effects.

Select Important Safety Information

CONTRAINDICATIONS

DARZALEX®is contraindicated in patients with a history of severe
hypersensitivity (eg, anaphylactic reactions) to daratumumalb or any of
the components of the formulation.

WARNINGS AND PRECAUTIONS
Infusion-Related Reactions
DARZALEX® can cause severe and/or serious infusion-related reactions

including anaphylactic reactions. These reactions can be life-threatening,

70 and fatal outcomes have been reported.

Handling and storage?

B How to store DARZALEX®?

» Store in a refrigerator at 2°C to 8°C (36°F to 46°F)

e Do not freeze or shake. Protect from light. This product
contains no preservative

« |f stored in the refrigerator, allow the solution fo come to room
temperature. Administer diluted solution by infravenous (IV)
infusion using an infusion set fitted with a flow regulator and
with anin-line, sterile, nonpyrogenic, low protein-binding
polyethersulfone (PES) filter (pore size 0.22 or 0.2 micrometer).
Administration sets must be made of either polyurethane (PU),
polybutadiene (PBD), PVC, PP, or PE

* Do noft store any unused portion of the infusion solution for
reuse. Any unused product or waste material should be
disposed of in accordance with local requirements

¢ Do not infuse DARZALEX® concomitantly in the same IV line
with other agents

Select Important Safety Information

Interference With Serological Testing

Daratumumab binds to CD38 on red blood cells (RBCs) and results in a
positive indirect antiglobulin test (indirect Coombs test). Daratumumalb-
mediated positive indirect antiglobulin test may persist for up to 6 months
after the last daratumumab infusion. Daratumumab bound to RBCs
masks detection of anfibodies to minor antigens in the patient’s serum.
The determination of a patient’s ABO and Rh blood type is not impacted.
Notify blood fransfusion centers of this interference with serological tesfing
and inform blood banks that a patient has received DARZALEX®. Type and
screen patients prior to starting DARZALEX®.

Please see Important Safety Information for DARZALEX® ¥ s
on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (daratumumab)

ol . tion f i i
for full Prescribing Information for DARZALEX®. 100 mg/5mL 400 myzomL
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Infusion rates for DARZALEX®

Slower rate of infusion for the first DARZALEX® dose is recommended,

as infusion-related reactions are more likely to occur with the

first infusion?

Administration of pre- and post-infusion medications is recommended
to reduce the risk of infusion-related reactions (see page 39)?

Dilution | Initial rate Rate Maximum
volume (first hour)  increment* rate
Week 1 infusion
Option 1 In clinical trials (monotherapy and combination treatments; N=2066)
(single-dose mﬁ:“; /ES)Y T 1000 mL | 50 mL/hour g(v) erpyL/hho%L;r 200 mL/hour Most infusion-related reactions occurred during the first infusion?
infusion)
e For 37% of patients, infusion-related reactions (any grade) occurred
Week 1 Day 1 50 mL/hour with the first infusion, 2% of patients with the second infusion, and
Option 2 (8 mg/kg) SYmL | Sy every hour* 200 mL/hour cumulatively, 6% of patients with subsequent infusions?
.(sfplit'-dc;se * The median time to onset of an infusion-related reaction was 1.5 hours
Infusion . 2
Week 1 Day 2 50 mL/hour (range: 0 fo 73 hours)
(8 mg/kg) 500 mL | 50 mL/hour every hour* 200 mL/hour ) ) ) ) ) ) ,
¢ Incidence of infusion modification due to reactions was 36%
* DARZALEX® can cause severe infusion-related reactions. Severe
Week 2 (16 mg/kg) infusiont 500 mL 50 mL/hour gee'”;‘L{%OUri 200 mL/hour infusion-related reactions included bronchospasm, hypoxia, dyspnea,
y hou hypertension, tfachycardia, headache, laryngeal edema, pulmonary
edema, and ocular adverse reactions, including choroidal effusion,
subsequent (Week 3 onward, 100mL/ | 50 mL/hour .ocuT.e myopia, and o.cute.cmgle closurg glaucoma. Other adverse
16 mg7kg) in(fusionst 500 mL hour every hour | 200 mL/hour infusion-related reactions included respiratory symptoms, such as nasal
congestion, cough, throat irritation, as well as chills, vomiting, and nausea.

Less common signs and symptoms were wheezing, allergic rhinitis, pyrexia,
*Consider incremental escalation of the infusion rate only in the absence of infusion-related reactions. chest discomfort, pruriTus, hypofens]on, and blurred vision?
tUse a dilution volume of 500 mL for the 16 mg/kg dose only if there were no infusion-related reactions the
previous week. Otherwise, use a dilution volume of 1000 mL.
*Use a modified initial rate (100 mL/hour) for subsequent infusions (ie, Week 3 onward) only if there were no
infusion-related reactions during the previous infusion. Otherwise, use instructions indicated in the table for
the Week 2 infusion rate.

For infusion-related reactions of any grade/severity, immediately interrupt
the DARZALEX® infusion and manage symptoms. Management of infusion-
related reactions may further require reduction in the rate of infusion, or
permanent discontinuation of DARZALEX® for Grade 4 reactions?
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* To facilitate administration, the first prescribed 16 mg/kg dose at Week 1
may be split over 2 consecutive days, ie, 8 mg/kg on Day 1 and Day 2,
respectively? (see above table)

Ocular adverse reactions, including acute myopia and narrowing

of the anterior chamber angle due to ciliochoroidal effusions with
potential forincreased infraocular pressure or glaucoma, have
occurred with DARZALEX® infusion. If ocular symptoms occur, interrupt
DARZALEX® infusion and seek immediate ophthalmologic evaluation
prior fo restarting DARZALEX®?

Median durations® of 16 mg/kg infusions decreased after the first
infusion across all trials (N=2064)>

NOISN4dNI
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e First week infusion was 7 hours

* Second week infusion was 4 hours Select Important Safety Information

Neutropenia and Thrombocytopenia

DARZALEX® may increase neutropenia and thrombocytopenia induced
by background therapy. Monitor complete blood cell counts periodically
during freatment according fo manufacturer’s prescribing information
for background therapies. Monitor patients with neutropenia for signs of
infection. Consider withholding DARZALEX® until recovery of neutrophils or
forrecovery of platelefs.

e Subsequent infusions were 3 hours'"

ALY

Please see Important Safety Information for DARZALEX® % .
on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (daratumumab)

ol . tion f i f
for full Prescribing Information for DARZALEX®. 100 mg/5mL 400 myzomL

$When the first dose was administered as 2 infusions over 2 days (split dose) in the EQUULEUS study (n=97), the
median durations of infusions were 4.2 hours for Week 1 Day 1, 4.2 hours for Week 1 Day 2, 4.2 hours for Week 2,
and 3.4 hours for the subsequent infusions.!"

"Median infusion length for subsequent infusions (Week 2+ in aggregate). Administer the Week 2 (16 mg/kg)
infusion according fo the infusion rates outlined in Table 6 of the DARZALEX® full Prescribing Information.
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Management of infusion-related reactions

Infusion-related reactions of any grade or severity may be
managed by interruption, modification, and/or discontinuation
of the infusion?

* For infusion-related reactions of any grade/severity, immediately
interrupt the DARZALEX® infusion and manage symptoms. Management
of infusion-related reactions may further require reduction in the rate of
infusion or tfreatment discontinuation of DARZALEX® as outlined below

Recommended management of infusion-related reactions?

Infusion-related - . A .
Dose interruptions/modifications

Once symptoms resolve:
* Resume the infusion at no more than half the rate at
which the reaction occurred

Grgdes 1&2 If the patient does not experience any further reaction

(mild to moderate) | symptoms:

e Infusion rate escalation may resume at increments and
intervals as clinically appropriate up to the maximum
rate of 200 mL/hour

Once symptoms resolve:
e Consider restarting infusion at no more than half the
rate at which the reaction occurred

If the patient does not experience additional symptom:s:
¢ Resume infusion rate escalation at increments and

Grade 3 intervals as appropriate

(severe)
In the event of recurrence of Grade 3 symptoms:
* Repeat the procedure above
If the patient experiences a third occurrence of a
Grade 3 or higher infusion-related reaction:
e Permanently discontinue DARZALEX®

Grade 4

. . ®
(life-threatening) Permanently discontinue DARZALEX

Select Important Safety Information

Interference With Determination of Complete Response

Daratumumab is a human immunoglobulin G (IgG) kappa monoclonal
antibody that can be detected on both the serum protein electrophoresis
(SPE) and immunofixation (IFE) assays used for the clinical monitoring of
endogenous M-protein. This interference can impact the determination of
complete response and of disease progression in some patients with IgG
kappa myeloma protein.

*|

Pre- and post-infusion medications for DARZALEX®

Pre-infusion medications?

To reduce the risk of infusion-related reactions, administer to all patients
approximately 1 to 3 hours prior to every infusion as follows:

¢ Dexamethasone 20 mg prior to every DARZALEX® infusion. When
dexamethasone is the background regimen-specific corticosteroid, the
dexamethasone treatment dose will also serve as pre-medication on
DARZALEX® infusion days*

¢ During monotherapy, methylprednisolone 100 mg, or equivalent,
administered infravenously. Following the second infusion, the
dose of cortficosteroid may be reduced (oral or infravenous
methylprednisolone 60 mg)

e Oral antipyretics (acetaminophen 650 to 1000 mg), plus
e Oral or IV anfihistamine (diphenhydramine 25 to 50 mg or equivalent)

Dexamethasone is given infravenously prior to the first DARZALEX® infusion and oral administration may

be considered prior to subsequent infusions. Additional background regimen-specific corticosteroids

(eg. prednisone) should not be taken on DARZALEX® infusion days when patients receive dexamethasone
(or equivalent) as pre-medication.

Post-infusion medications?
Post-infusion medications are recommended

To reduce the risk of delayed infusion-related reactions, administer the day
after every infusion as follows:

* Oral corticosteroid (<20 mg methylprednisolone or equivalent); however,
if a background regimen-specific corticosteroid (eg, dexamethasone,
prednisone) is administered the day after the DARZALEX® infusion,
additional post-infusion medications may not be needed

e During monotherapy, administer oral corticosteroid (20 mg
methylprednisolone or equivalent dose of an infermediate-acting or
long-acting corticosteroid in accordance with local standards) on each
of the 2 days following all DARZALEX® infusions (beginning the day after
the infusion)

NOTE: For patients with a history of chronic obstructive pulmonary disease, consider
including short- and long-acting bronchodilators and inhaled corticosteroids. Following
the first 4 infusions, if the patient experiences no major infusion-related reactions, these
additionalinhaled post-infusion medications may be discontinued.

Select Important Safety Information

Embryo-Fetal Toxicity

Based on the mechanism of action, DARZALEX® can cause fetal harm
when administered to a pregnant woman. DARZALEX® may cause
depletion of fetalimmune cells and decreased bone density. Advise
pregnant women of the potential risk to a fetus. Advise females with
reproductive potential to use effective contraception during treatment
with DARZALEX® and for 3 months after the last dose.

ALY

Please see Important Safety Information for DARZALEX® % .
on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (daratumumab)

ol . tion f i f
for full Prescribing Information for DARZALEX®. 100 mg/5mL 400 myzomL
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In adult patients with newly diagnosed, transplant-ineligible multiple myeloma
Safety results demonstrated in combination with Rd

Most frequent adverse reactions and hematologic laboratory
abnormalities reported in 220% of patients and with at least a 5%
greater frequency in the DARZALEX® + Rd arm?*

DARZALEX® + Rd (n=364) Rd (n=365)

Adverse Anygrade | Grade3 | Grade4 | Anygrade | Grade3 | Grade4
reactions (%) (%) (%) (%) (%) (%)

Diarrhea 57 7 0 46 4 0
Upper respiratory

fract infection e 2 =L 2 Z =
Infusion-related

reactions 41 2 < 0 0 0
Constipation 4] 1 <] 36 <] 0
Peripheral

edema 41 2 0 33 1 0
Fatigue 40 8 0 28 4 0
Back pain 34 3 <] 26 3 <]
Asthenia 32 4 0 25 8 <]
Nausea 32 1 0 23 1 0
Dyspnea 32 8 <] 20 1 0
Cough 30 <] 0 18 0 0
Bronchitis 29 2 0 21 1 0
Muscle spasms 29 1 0 22 1 0
Pneumonia 26 14 1 14 7 1
Peripheral sensory

neuropathy 24 ! 0 15 0 0
Pyrexia 23 2 0 18 2 0
Decreased

appetite 22 1 0 15 <] <]

*Adverse reactions that occurred with a frequency of 210% and <20%, and with at least a 5% greater frequency
in the DARZALEX® + Rd arm were headache, urinary fract infection, hyperglycemia, hypocalcemia, vomiting,
chills, paresthesia, and hypertension.

Serious adverse reactions (ARs) with at least a 2% greater incidence in the
DRd arm compared to the Rd arm were pneumonia (DRd 15% vs Rd 8%),
bronchitis (DRd 4% vs Rd 2%), and dehydration (DRd 2% vs Rd <1%).!

DRA=DARZALEX® (D) + lenalidomide (R) + dexamethasone (d); Rd=lenalidomide (R) + dexamethasone (d).

DARZALEX® + Rd (n=364) Rd (n=365)

Laboratory Any grade | Grade3 | Grade4 | Anygrade | Grade3 | Grade 4
abnormalities (%) (%) (%) (%) (%) (%)
Neutropenia 21 39 17 77 28 11
Leukopenia 920 30 5 82 20 4
Lymphopenia 84 4] 11 75 36 6
Thrombocytopenia 67 6 8 58 7 4
Anemia 47 13 0 57 24 0

Additional safety results
¢ Discontinuation rates due to ARs: 7% with DRd vs 16% with Rd?

* Infusion-related reactions (IRRs) with DRd occurred in 41% of patients;
2% were Grade 3 and <1% were Grade 42

* IRRs of any grade or severity may require management by interruption,
modification, and/or discontinuation of the infusion?

* Most IRRs occurred during the first infusion?

w
0

Please see Important Safety Information for DARZALEX® % .
on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (daratumumab)

ol . tion f i s infus
for full Prescribing Information for DARZALEX®. 100 mg/5mL 400 myzomL
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In adult patients with newly diagnosed, transplant-eligible multiple myeloma
Safety results demonstrated in combination with VTd

Most frequent adverse reactions and hematologic laboratory
abnormalities reported in 220% of patients and with at least a 5%
greater frequency in the DARZALEX® + VTd arm?*

DARZALEX® + VTd (n=536) VTd (n=538)

Adverse Anygrade | Grade3 | Grade4 | Anygrade | Grade3 | Grade4
reactions (%) (%) (%) (%) (%) (%)
Infusion-related

reactions 35 3 < 0 0 0
Nausea 30 4 0 24 2 <]
Upper respiratory

tract infection 27 ! 0 17 ! 0
Pyrexia 26 2 <] 21 2 0
Bronchitis 20 1 0 13 1 0

*Adverse reactions that occurred with a frequency of 210% and <20%, and with at least a 5% greater frequency
in the DARZALEX® + VTd arm were cough, vomiting, and hypertension.

Serious ARs with a 2% greater incidence in the DVTd arm compared with the
VTd arm were bronchitis (DVTd 2% vs VT1d <1%) and pneumonia (DVTd 6% vs
VTd 4%).2

DARZALEX® + VTd (n=536) VTd (n=538)

Laboratory Anygrade | Grade3 | Grade4 | Anygrade | Grade3 | Grade 4
abnormalities (%) (%) (%) (%) (%) (%)

Lymphopenia 95 44 15 91 37 10
Leukopenia 82 14 10 57 6 9
Thrombocytopenia 81 9 5 58 8 3
Neutropenia 63 19 14 4] 10 9
Anemia 36 4 0 35 5 0

Additional safety results

e Discontinuation rates due fo any adverse event: 7% with DVTd vs 8%
with VTd?

¢ |IRRs with DVTd occurred in 35% of patients; 3% were Grade 3 and <1%
were Grade 42

¢ Most IRRs occurred during the first infusion?
—27% of patients had IRRs with the first infusion?
- 11% of patients had IRRs with the first post-transplant infusion?

e Grade 3/4 infections were similar between study arms: 22% vs 20% with
DVTd vs VTd alone, respectively?

AR=adverse reaction; DVTd=DARZALEX® (D) + bortezomib (V) + thalidomide (T) + dexamethasone (d);
VTd=bortezomib (V) + thalidomide (T) + dexamethasone (d).

In adult patients with newly diagnosed, transplant-ineligible multiple myeloma
Safety results demonstrated in combination with VMP

Most frequent adverse reactions and hematologic laboratory
abnormalities reported in 210% of patients and with at least a 5%
greater frequency in the DARZALEX® + VMP arm?

DARZALEX® + VMP (n=346) VMP (n=354)
Adverse Anygrade | Grade3 | Grade4 | Anygrade | Grade3 | Grade4
reactions (%) (%) (%) (%) (%) (%)
Upper respiratory
tract infection 48 5 0 28 3 0
Infusion-related
reactions 28 4 1 0 0 0
Peripheral
edema 21 1 <] 14 1 0
Pneumonia 16 12 <] 6 5 <]
Cough 16 <] 0 8 <]
Dyspnea 13 2 1 5 1
Hypertension 10 4 <] 3 2

Serious ARs with at least a 2% greater incidence in the DVMP arm compared
to the VMP arm were pneumonia (DVMP 11% vs VMP 4%), upper respiratory
tract infection (DVMP 5% vs VMP 1%), and pulmonary edema (DVMP 2% vs
VMP 0%).2

DARZALEX® + VMP (n=346) VMP (n=354)

Laboratory Any grade | Grade3 | Grade4 | Anygrade | Grade3 | Grade4
abnormalities (%) (%) (%) (%) (%) (%)

Anemia 47 18 0 50 21 0
Thrombocytopenia ‘ 88 27 11 88 26 16
Neutropenia ‘ 86 34 10 87 32 11
lymphopenia 85 46 12 83 44 9

» Discontinuation rates due to any adverse event: 4.9% with DVMP vs 9.3%
with VMP alone?

* [RRs with DARZALEX® + VMP occurred in 28% of patients; 4% were Grade 3
and 1% were Grade 42

Additional safety results

* Grade 3 or 4 infections were 23% with DVMP vs 15% with VMP alone?

* |[RRs of any grade or severity may require management by interruption,
modification, and/or discontinuation of the infusion?

* Most IRRs occurred during the first infusion?

DVMP=DARZALEX® (D) + bortezomib (V) + melphalan (M) + prednisone (P);
VMP=bortezomib (V) + melphalan (M) + prednisone (P).

w
0

$DARZALEX
(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

Please see Important Safety Information for DARZALEX®
on pages 86-88. Please click here for full Prescribing
Information for DARZALEX FASPRO®. Please click here

for full Prescribing Information for DARZALEX®. 20
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In patients with relapsed/refractory multiple myeloma
Safety results demonstrated in combination with Rd

Most frequent adverse reactions and hematologic laboratory
abnormalities reported in 220% of patients and with at least a 5%
greater frequency in the DARZALEX® + Rd arm?*

DARZALEX® + Rd (n=283) Rd (n=281)

Adverse Grade4 | Anygrade | Grade3 | Grade4
reactions (%) (%) (%) (%) (%) (%)
pperERIon | s 6 a s 4o
uerreicted | . s o | 0 | 0 | o
Diarrhea 43 5 0 25 3 0
Fatigue 85 6 <] 28 2 0
Cough 30 0 0 15 0 0
Muscle spasms 26 1 0 19 2 0
Nausea 24 1 14 0 0
Dyspnea 21 3 <] 12 1 0
Pyrexia 20 2 0 11 1 0

*Adverse reactions that occurred with a frequency of 210% and <20%, and with at least a 5% greater frequency

in the DARZALEX® + Rd arm were vomiting and headache.

Serious ARs with at least a 2% greater incidence in the DRd arm compared to the
Rd arm were pneumonia (DRd 12% vs Rd 10%), upper respiratory tract infection
(DR 7% vs Rd 4%), influenza, and pyrexia (DRd 3% vs Rd 1% for each).?

DARZALEX® + Rd (n=283) Rd (n=281)

Anygrade | Grade3 | Grade4 | Anygrade | Grade3 | Grade4
(%) (%) (%) (%) (%) (%)

Anemia ‘

Laboratory
abnormalities

o w5 o
Thrombocytopenia | 73 7 6 & 10 5
Neutropenia 92 36 7 e 32 8
lymphopenia | 95 42 o &7 32 6

Additional safety results

¢ Discontinuation rates due to ARs with DRd were similar to Rd alone
(7% vs 8%, respectively)?

¢ |IRRs with DRd occurred in 48% of patients; 5% were Grade 3 and 0% were
Grade 4?

e Grade 3/4 infections between study arms: 28% vs 23% with DRd and Rd,
respectively?

¢ [RRs of any grade or severity may require management by interruption,
modification, and/or discontinuation of the infusion?

* Most IRRs occurred during the first infusion?

DRd=DARZALEX® (D) + lenalidomide (R) + dexamethasone (d); Rd=lenalidomide (R) + dexamethasone (d).

In patients with relapsed/refractory multiple myeloma
Safety results demonstrated in combination with Vd

Most frequent adverse reactions and hematologic laboratory
abnormalities reported in 220% of patients and with at least a 5%
greater frequency in the DARZALEX® + Vd arm?*

DARZALEX® + Vd (n=243) Vd (n=237)

Adverse Anygrade | Grade3 | Grade4 | Anygrade | Grade3 | Grade 4
reactions (%) (%) (%) (%) (%) (%)
Peripheral sensory

neuropathy 47 o 0 38 6 <!
Infusion-related

reactions = 7 0 0 0 0
Upper respiratory

fract infection 44 6 0 30 3 <l
Diarrhea 87, 3 <] 22 1 0
Cough 27 0 14 0 0
Peripheral edema 22 1 0 13 0 0
Dyspnea 21 4 0 11 1 0

*Adverse reactions that occurred with a frequency of 210% and <20%, and with at least a 5% greater frequency

in the DARZALEX® + Vd arm were pyrexia and vomiting.

Serious ARs with at least a 2% greater incidence in the DVd arm compared
with the Vd arm were upper respiratory fract infection (DVd 5% vs Vd 2%),
diarrhea, and atrial fibrillation (DVd 2% vs Vd 0% for each).?

DARZALEX® + Vd (n=243) Vvd (n=237)
Laboratory Anygrade | Grade3 | Grade4 | Anygrade | Grade3 | Grade4
abnormalities (%) (%) (%) (%) (%) (%)
‘ 48 13 0 ‘ 56 ‘ 14 ‘ 0

Anemia

Thrombocytopenia 90 28 v 85 22 13
Neutropenia 58 12 3. 40 5 <
lymphopenia | 89 4 7 8 | 24 3

Additional safety results

e Discontinuation rates due to ARs with DVd were similar to Vd alone
(7% vs 9%, respectively)?

* IRRs with DVd occurred in 45% of patients; 9% were Grade 3 and 0% were
Grade 42

e Grade 3/4 infections were similar between study arms: 21% vs 19% with
DVd vs Vd alone, respectively?

* IRRs of any grade or severity may require management by interruption,
modification, and/or discontinuation of the infusion?

* Most IRRs occurred during the first infusion?

DVd=DARZALEX® (D) + bortezomib (V) + dexamethasone (d); Vd=bortezomib
(V) + dexamethasone (d).

A

Please see Important Safety Information for DARZALEX® ¥
on pages 86-88. Please click here for full Prescribing MDARZALEX
Information for DARZALEX FASPRO®. Please click here (daratumumab)

ol . ction f i s infi
for full Prescribing Information for DARZALEX®. 100 mg/5mL 400 myzomL
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In patients with relapsed/refractory multiple myeloma
Safety results demonstrated in combination with Kd

Most frequent adverse reactions reported in 215% of patients who
received DARZALEX® + twice-weekly Kd?*

DARZALEX® + Kd (n=308) Kd (n=153)

Adverse reactions All grades | Grades3or4 | Allgrades | Grades 3 or 4
(CANDOR) (%) (%) (%) (%)

s el : 2 28 :
51‘?;‘2'{]‘3*:“ e 401 7 29 45
Thrombocytopenia 37 25 30 16
Anemia 33 17 31 14
Fatigue 32 11 28 8
Diarrhea 32 3.9 14 0.7
Hypertension 31 18 28 13
Cough 21 0 21 0
Pyrexia 20 1.9 15 0.7
Dyspnea 20 3.9 22 2.6
Pneumonia 187 13 12 9
Nausea 18 0 13 0.7
Insomnia 18 3.9 11 2
Bronchitis 17 2.6 12 1.3
Back pain 16 1.9 10 1.3

*The most frequent serious adverse reactions reported in the DKd arm as compared with the Kd arm were
pneumonia (DKd 14% vs Kd 9%), pyrexia (DKd 4.2% vs Kd 2.0%), influenza (DKd 3.9% vs Kd 1.3%), sepsis (DKd 3.9%
vs Kd 1.3%), anemia (DKd 2.3% vs Kd 0.7%), bronchitis (DKd 1.9% vs Kd 0%), and diarrhea (DKd 1.6% vs Kd 0%).

fIncludes fatal adverse reactions.

Fatal ARs within 30 days of the last dose of any study treatment occurred in
10% of 308 patients who received DKd vs 5% of 153 patients who received
Kd. The most frequent fatal AR was infection (4.5% vs 2.6%).?

DKd=DARZALEX® (D) + carfilzomib (K) + dexamethasone (d); Kd=carfilzomib (K) + dexamethasone (d).

Please see Important Safety Information for DARZALEX®
on pages 86-88. Please click here for full Prescribing
Information for DARZALEX®. Please click here for full
Prescribing Information for DARZALEX FASPRO®.

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

RDARZALEX

Additional safety results

e Discontinuation rates due to ARs with DKd were similar to Kd alone
(22% vs 25%, respectively)?

* |[RRs that occurred on the day of administration of any DARZALEX® dose
or on the next day occurred in 18% of patients and that occurred on
the day of administration of the first DARZALEX® dose or the next day
occurred in 12%?

* IRRs of any grade or severity may require management by interruption,
modification, and/or discontinuation of the infusion?

Most frequent adverse reactions reported in 215% of patients who
received DARZALEX® + once-weekly Kd?

DARZALEX® + Kd (n=85)

All grades (%) Grades 3 or 4 (%)

Adverse reactions (EQUULEUS)

Thrombocytopenia 68 32
Fatigue 54 18
Infusion-related reactions 53 12
Respiratory tract infection 53 SES
Anemia 52 21
Nausea 42 1.2
Vomiting 40 1.2
Diarrhea 38 2.4
Pyrexia 37 1.2
Dyspnea 89 3.5
Cough 33 0
Hypertension &8 20
Insomnia 33 4.7
Neutropenia 31 21
Lymphopenia 29 25
Headache 27 1.2
Back pain 25 0
Bronchitis 19 0
Nasopharyngitis 18 0
Influenza 17 SFS
Constipation 17 0
Pain in extremity 15 0
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In patients with relapsed/refractory multiple myeloma
Safety results demonstrated in combination with Pd

Most frequent adverse reactions and hematologic laboratory
abnormalities reported in 220% of patients*

Adverse reactions

Fatigue

Upper respiratory tract infection
Infusion-related reactions
Cough

Diarrhea

Dyspnea

Constipation

Nausea

Muscle spasms

Back pain

Pyrexia

Insomnia

Arthralgia

Vomiting

Dizziness

Chills

50
50
50
43
38
38
33
30
26
25
25
23
22
21
21
20

DARZALEX® + Pd (n=103)

Any grade (%) | Grade 3 (%) Grade 4 (%)

10

NS

o O oo W

O N N NN

0
1

o O O

O O O O O O O O o o

*Adverse reactions that occurred with a frequency of 210% and <20% were tremor, headache, edema
peripheral, hypokalemia, nasal congestion, asthenia, noncardiac chest pain, pneumonia, pain in extremity,

bone pain, hyperglycemia, musculoskeletal chest pain, anxiety, pain, and decreased appetite.

The overall incidence of serious ARs was 49%. Serious ARs reported in 25% of
patients included pneumonia (7%).?

Anemia
Thrombocytopenia
Neutropenia

Lymphopenia

-
s
95
4

DARZALEX® + Pd (n=103)

Laboratory abnormalities Any grade (%) | Grade 3 (%) Grade 4 (%)

30
10
36
45

0
10
46
26

In patients with relapsed/refractory multiple myeloma

Safety results demonstrated with DARZALEX®
monotherapy

Most frequent adverse reactions and hematologic laboratory
abnormalities reported in 220% of patients?*

DARZALEX® (n=156)

Adverse reactions A"y(%')ade G'?;:)e & Gr?%')e ‘)
Infusion-related reactions 48 3 0
Fatigue 39 2 0
Nausea 27 0 0
Back pain 23 2 0
Cough 21 0 0
Pyrexia 21 1 0
Upper respiratory tract infection 20 1 0

Additional safety results

¢ Discontinuation rate due to ARs with DPd was 13%?

¢ Infusion-related reactions (IRRs) with DPd occurred in 50% of patients; 4%
were Grade 3 and 0% were Grade 42

¢ Grade 3/4 infections were reported in 28% of patients treated with DPd?

¢ |IRRs of any grade or severity may require management by interruption,
modification, and/or discontinuation of the infusion?

* Most IRRs occurred during the first infusion?

DPd=DARZALEX® (D) + pomalidomide (P) + dexamethasone (d); Pd=pomalidomide (P) + dexamethasone (d).

*Adverse reactions that occurred with a frequency of >10% and <20% were arthralgia, nasal congestion,
diarrhea, decreased appetite, nasopharyngitis, constipation, pain in extremity, dyspnea, vomiting, headache,
musculoskeletal chest pain, pneumonia, chills, and hypertension.

Serious ARs were reported in 33% of patients. The most frequent serious ARs
were pneumonia (6%), general physical health deterioration (3%), and
pyrexia (3%).?

DARZALEX® (n=156)

Laboratory abnormalities A"y(%’)"de G’?%')e S G’?%')e 4
Anemia ‘ 45 19 0
Thrombocytopenia ‘ 48 10 8
Neutropenia ‘ 60 17 3
Lymphopenia | 72 30 10

Additional safety results

 Discontinuation rate due to any adverse event: 4%?

 IRRs with DARZALEX® occurred in 48% of patients; 3% were Grade 3
and 0% were Grade 42

* IRRs of any grade or severity may require management by interruption,
modification, and/or discontinuation of the infusion?

e Most IRRs occurred during the first infusion?

Please see Important Safety Information for DARZALEX® %

ny

on pages 86-88. Please click here for full Prescribing MDARZALEX

(daratumumab)

injection for intravenous infusion
100 mg/5mL, 400 mg/20mL

Information for DARZALEX FASPRO®. Please click here
for full Prescribing Information for DARZALEX®.
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Indications and Important Safety Information
for DARZALEX®

INDICATIONS

DARZALEX® (daratumumab) is indicated for the treatment of adult patients
with multiple myeloma:

* In combination with lenalidomide and dexamethasone in newly
diagnosed patients who are ineligible for autologous stem cell transplant
and in patients with relapsed or refractory multiple myeloma who have
received at least one prior therapy

In combination with bortezomib, melphalan, and prednisone in newly
diagnosed patients who are ineligible for autologous stem cell transplant

In combination with bortezomib, thalidomide, and dexamethasone
in newly diagnosed patients who are eligible for autologous stem cell
fransplant

In combination with bortezomib and dexamethasone in patients who
have received at least one prior therapy

In combination with carfilzomib and dexamethasone in patients with
relapsed or refractory multiple myeloma who have received one to
three prior lines of therapy

In combination with pomalidomide and dexamethasone in patients who
have received at least two prior therapies including lenalidomide and a
proteasome inhibitor

As monotherapy in patients who have received at least three

prior lines of therapy including a proteasome inhibitor (Pl) and an
immunomodulatory agent or who are double-refractory to a Pl and an
immunomodulatory agent

IMPORTANT SAFETY INFORMATION

CONTRAINDICATIONS

DARZALEX® is contraindicated in patients with a history of severe
hypersensitivity (eg, anaphylactic reactions) fo daratumumab or any of
the components of the formulation.

WARNINGS AND PRECAUTIONS
Infusion-Related Reactions

DARZALEX® can cause severe and/or serious infusion-related reactions
including anaphylactic reactions. These reactions can be life-threatening,
and fatal outcomes have been reported. In clinical trials (monotherapy
and combination: N=2066), infusion-related reactions occurred in 37%

of patients with the Week 1 (16 mg/kg) infusion, 2% with the Week 2
infusion, and cumulatively 6% with subsequent infusions. Less than 1%

of patients had a Grade 3/4 infusion-related reaction at Week 2 or
subsequent infusions. The median time to onset was 1.5 hours (range: 0 to
73 hours). Nearly all reactions occurred during infusion or within 4 hours

of completing DARZALEX®. Severe reactions have occurred, including
bronchospasm, hypoxia, dyspnea, hypertension, tachycardia, headache,
laryngeal edema, pulmonary edema, and ocular adverse reactions,
including choroidal effusion, acute myopia, and acute angle closure
glaucoma. Signs and symptoms may include respiratory symptoms, such
as nasal congestion, cough, throat irritation, as well as chills, vomiting, and
nausea. Less common signs and symptoms were wheezing, allergic rhinitis,
pyrexia, chest discomfort, pruritus, hypotension, and blurred vision.

When DARZALEX® dosing was interrupted in the setting of ASCT
(CASSIOPEIA) for a median of 3.75 months (range: 2.4 to

6.9 months), upon re-initiation of DARZALEX®, the incidence of infusion-
related reactions was 11% for the first infusion following ASCT. Infusion-
related reactions occurring at re-initiation of DARZALEX® following ASCT
were consistent in terms of symptoms and severity (Grade 3 or 4: <1%)
with those reported in previous studies at Week 2 or subsequent infusions.
In EQUULEUS, patients receiving combination treatment (n=97) were
administered the first 16 mg/kg dose at Week 1 split over two days, ie,

8 mg/kg on Day 1 and Day 2, respectively. The incidence of any grade
infusion-related reactions was 42%, with 36% of patients experiencing
infusion-related reactions on Day 1 of Week 1, 4% on Day 2 of Week 1, and
8% with subsequent infusions.

Pre-medicate patients with antihistamines, antipyretics, and
corticosteroids. Frequently monitor patients during the entire infusion.
Interrupt DARZALEX® infusion for reactions of any severity and institute
medical management as needed. Permanently discontinue DARZALEX®
therapy if an anaphylactic reaction or life-threatening (Grade 4) reaction
occurs and institute appropriate emergency care. For patients with Grade
1, 2, or 3reactions, reduce the infusion rate when re-starting the infusion.

To reduce the risk of delayed infusion-related reactions, administer oral
corticosteroids to all patients following DARZALEX® infusions. Patients

with a history of chronic obstructive pulmonary disease may require
additional post-infusion medications to manage respiratory complications.
Consider prescribing short- and long-acting bronchodilators and inhaled
corticosteroids for patients with chronic obstructive pulmonary disease.

Ocular adverse reactions, including acute myopia and narrowing of the
anterior chamber angle due to ciliochoroidal effusions with potential
forincreased intraocular pressure or glaucoma, have occurred with
DARZALEX® infusion. If ocular symptoms occur, interrupt DARZALEX®
infusion and seek immediate ophthalmologic evaluation prior to restarting
DARZALEX®.

Interference With Serological Testing

Daratumumab binds to CD38 on red blood cells (RBCs) and results in a
positive indirect antiglobulin test (indirect Coomibs test). Daratumumab-
mediated positive indirect antiglobulin test may persist for up fo 6 months
after the last daratumumab infusion. Daratumumab bound to RBCs
masks detection of antibodies to minor antigens in the patient’s serum.
The determination of a patient’'s ABO and Rh blood type is not impacted.
Notify blood transfusion centers of this interference with serological testing
and inform blood banks that a patient has received DARZALEX®. Type and
screen patients prior to startfing DARZALEX®.

Continued on next page
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Important Safety Information for DARZALEX® (cont)

Nevutropenia and Thrombocytopenia

DARZALEX® may increase neutropenia and thrombocytopenia induced
by background therapy. Monitor complete blood cell counts periodically
during treatment according to manufacturer’s prescribing information
for background therapies. Monitor patients with neutropenia for signs of
infection. Consider withholding DARZALEX® until recovery of neutrophils or
forrecovery of platelets.

Interference With Determination of Complete Response

Daratumumab is a human immunoglobulin G (IgG) kappa monoclonal
antibody that can be detected on both the serum protfein electrophoresis
(SPE) and immunofixation (IFE) assays used for the clinical monitoring of
endogenous M-protein. This interference can impact the determination of

complete response and of disease progression in some patients with IgG Y/ DA R ZA L EX Faspro@

kappa myeloma profein.

Embryo-Fetal Toxicity (daratumumab and hyaluronidase-fihj)

Based on the mechanism of action, DARZALEX® can cause fetal harm mjedion for subcutaneous use | ]BOOmg/S0,000UmtS
when administered to a pregnant woman. DARZALEX® may cause
depletion of fetalimmune cells and decreased bone density. Advise
pregnant women of the potential risk to a fetus. Advise females with
reproductive potential to use effective contraception during treatment
with DARZALEX® and for 3 months after the last dose.

The combination of DARZALEX® with lenalidomide, pomalidomide, o
or thalidomide is contraindicated in pregnant women because DA R ZA I_ EX
lenalidomide, pomalidomide, and thalidomide may cause birth defects
and death of the unborn child. Refer to the lenalidomide, pomalidomide, (daratumumab)
or thalidomide prescribing information on use during pregnancy. injection for intravenous infusion

100 mg/5mL, 400 mg/20 mL

A

A% 4%
AN 4

AN 14

ADVERSE REACTIONS

The most frequently reported adverse reactions (incidence >20%) were
upper respiratory infection, neutropenia, infusion-related reactions,
thrombocytopenia, diarrhea, constipation, anemia, peripheral sensory
neuropathy, fatigue, peripheral edema, nausea, cough, pyrexia,
dyspnea, and asthenia. The most common hematologic laboratory
abnormalities (240%) with DARZALEX® are neutropenia, lymphopenia,
thrombocytopenia, leukopenia, and anemia.

Please click here to see the full Prescribing Information.
cp-60862v8
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