A Randomized, Open-label Study on the Effect of
Nipocalimab on Vaccine Responses in Healthy Participants
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Nipocalimab did not impact the development of an
adequate response to T-cell-dependent (Tdap) and
T-cell-independent (PPSV®23) vaccines
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Nipocalimab coadministration with Tdap and
PPSV®23 was safe and well tolerated
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Results
Study participants
yThe target population consisted of healthy male and female
participants, 18 to 65 years of age (inclusive), who had not received
D WHWDQXV HJ
UHFHLYHG D SQHXPRFRFFDO YDFFLQH HJ 3U
3369p LQ WKH SDVW o \HDUV
y2YHUDOO
— 1 participant in the active arm withdrew prior to the intervention
— 31 participants were included in the safety analysis (15 in the
control arm and 16 in the active arm)
SDUWLFLSDQWYV ZHUH LQFOXGHG LQ WK
analysis (14 in the control arm and 15 in the active arm)
— 1 participant in the control arm was excluded due to a delayed
HQG RI VWXG\ YLVLW
due to withdrawal of consent and discontinuation of study
intervention due to an adverse event
yThe demographic and baseline characteristics were comparable
across treatment groups (Table 1)

Background
yNipocalimab, a fully human, high-affinity, effectorless, aglycosylated immunoglobulin (Ig)
G1 monoclonal antibody, selectively binds and blocks the IgG binding site on the endogenous
QHRQDWDO )F UHFHSWRU )F5Q Figure 1)
yNipocalimab has demonstrated lowering of IgG levels with an up to 85% maximum reduction
from baseline, a favorable safety profile, and an absence of broad immunosuppressiof®
— Nipocalimab does not affect IgG synthesis, antigen recognition, leukocyte proliferation,
,JO RU ,J$ UHVSRQVH

FIGURE 1: Nipocalimab mechanism of action
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TABLE 1: Summary of demographic and baseline characteristics
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Anti-vaccine antibody responses
yAll participants mounted a response to Tdap (Figure 4)
yThe proportion of participants who met the criteria of a positive
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FIGURE 4: Response to T-cell-dependent (Tdap) vaccine (com%%lysis sef)
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QHPOREXOLQ * ,45 LQWHUTXDUWLOH UDQJH 3369p SRO\VDFFKDULGH SQHX
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— yThe observed median pre-dose (minimal) reduction in 4ot t yExcept for 1 participant in the active arm at Week 4, all participants
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FIGURE 3: Reduction of total IgG (co@e analysis set)
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Assessments

yAssessments included total IgG median percent change from baseline, proportion of
participants with a positive 1gG response to the tetanus vaccine, change in anti-tetanus
(anti-TT) and anti-pneumococcal (anti-PCP) IgG levels over time, and serotype-specific
anti-PCP 1gG response
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increase in anti-PCP IgG levels at all time points from Week 2
through Week 16

FIGURE 5: Response to T-cell-independent (PPSV®23) vaccine
(completers analysis set)
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Nipocalimab reduced total serum IgG levels through

N7 QWL 3&3 ,J* UHVSRQ Week 8, consistent with its mechanism of action

ith both a serotype-specific IgG
G Dp IROG LQFUHDVH LQ 1
at Week 4 (Figure 6A P

&hQtuBy-hFims at Week 16 (Figure 6B)
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— While the anti-TT-specific and anti-PCP-specific
IgG levels were numerically lower in the active
arm than in the control arm during nipocalimab
treatment, they reached comparable levels to
those observed in the control arm by Week 16

— Anti-TT 1gG levels remained above the protective
OHYHO p ,8 P/ DQG GLVHDVH
Len sonxerereeoo voreion tAFGSMOID throughout the study in all participants
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Safety

y Treatment-emergent adverse events reported by study participants
are shown in Table 2

ylnjection-site reactions were consistent with the corresponding
vaccine labels and exhibited no disparity across the 2 study arms

- $QWL 3&3 ,J* OHYHOV UHPDLQHG D
threshold and showed a positive 2-fold increase from
baseline throughout the study in both arms

TABLE 2: Summary of TEAEs

Overall, the totality of the data suggests that

St | e nipocalimab does not impact the development

3DUWLFLSDOWY ZLWK p 7(S( O of adequate response to.T-ceII—dependent and
—— T-cell-independent vaccines

Nasopharyngitis 4 (25)

Injection-site pain Results suggest that nipocalimab-treated patients

Injection-site sweling can follow recommended vaccination schedules

LIILQHVY when receiving nonlive vaccines

Infection®
TEAEs related to nipocalimab NA

TEAEs related to Tdap

TEAES related to PPSV®23 Acknowledgments

TEAES by maximum severity 7KLV VWXG\ ZDV IXQGHG E\ -DQVVHQ 5HVHDUFK

'"HYHORSPHQ

0LOG ZDV SURYLGHG E\ $\D <RXQHV 3KDUP' RI /IXPDQLW\ &RPPXQLFI
ORGHUDWH -DQVVHQ *OREDO 6HUYLFHV //&

Severe .
- Disclosures

Persistent TEAES®

Serious TEAEs MC, CBM, AJ, EM, GL, EL, UHB, KW, BS, JHL, SG, and DD are employees of Janssen

S5HVHDUFK 'HYHORSPHQW //& DQG PD\ KROG VWRFN LQ -RKQVH

TEAEs leading to death

TEAEs leading to termination of

study agent? Sponsored by Janssen Research & Development, LLC, a Johnson & Johnson Company

3+ LPPXQRJOREXOLQ * ,45 LQWHUTXDUWLOH UDQJH 3&3 SQHXPRFRFFDO 3369p Sk
6( VWDQGDUG HUURU 7GDS WHWDQXV WR[RLG GLSKWKHULD DQG DFHOOXODU SHUWXV

TEAEs leading to termination of study

$( DGYHUVH HYHQW 18 QRW DSSOLFDEOH 3369p SRO\VDFFKDULGH SQHXPRFRFFDO YD
DFHOOXODU SHUWXVVLV YDFFLQH 7(S( WUHDWPHQW HPHUJHQW DGYHUVH HYHQW

*7($(V UHSRUWHG LQ p SDUWLFLSDQWV DUH VKRZQ

"$00 LQIHFWLRQV UHVROYHG ZLWKRXW FRPSOLFDWLRQV DQG GLG QRW UHTXLUH WUHDWPH(
S7KH 7($( LV SHUVLVWHQW LI LWV RXWFRPH LV QRW UHVROYHG QRW UHFRYHUHG RU UHVROY|
HQG RI VWXG\ YLVLW

“0DFXORSDSXODU UDVK RI PLOG LQWHQVLW\ DQG UHODWHG WR QLSRFDOLPDE 7GDS DQG 3

Scan the QR code

References:

/ILQJ /( HW DO Clin Pharmacol Ther
H 7D\ORU 3 HW DO Arthritis Rheumatol
'"HQYHU &2 86%

)
Presented at: Myasthenia Gravis Foundation of America (MGFA) Scienufl@ssmn
at the 2024 American Association of Neuromuscular & Electrodiagnos \( icine

(AANEM) Annual Meeting; October 15-18, 2024; Savannah, Geo& 2QOLQH

5R\ 6 HW DO AmJObstet Gynecol
VXSSO $EVWUDFW

H
6HWK 1 HW

The QR code is intended to provide scientific information for individual reference,
OGS WKH LQIRUPDWLRE VKRXOG QRW EH DOWHUHG RU UHSURG

H ORLVH .- -U HW DO NEnglJMed
DO 3UHVHQWHG DW $PHULFDQ $FDGHP\ RI 1






