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Table 3. Treatment-emergent adverse events in Japanese
patients treated with weekly adalimumab

Patients, n (%) (n = 15)

AE possbly related to

AE study drug
Overall ~ . —
Any AE 11 (73.3) 6 (40.0) 15% I:FI]-]-% 75\‘91 OI’JsJ:O)EEEIE
Miid 8 (53.3) 75° 7b° L -
Moderate 3 (20.0) % % (7 ) *& == & T" \ \ d h
Severe 0 {0) = 21z A
Any serious AE 2 (13.3) 2 (13.3) ;E)EX;"— \L I:I:I %‘Fr ¢& [,) Eg"— j:
i Suig  ouas EREM D iET iE |
AE leading to 16.7) 1(6.7) *&i S~ 1—__
discontinuation - | 75\7‘:*75\9 -0
Cellulitis 1(6.7) 1(6.7)
Preferred term
Nasopharyngitis 3 (20.0) 2 (13.3) > \ .
Celluiitis 2 (13.3) 2 (13.3) MEEBEOTFAYLITDEED
Dental caries 2 (13.3) 1(6.7) e 7 4 _-::../ B +
Toothache 2(13.3) 1(6.7) E E""'%% tt N j(% =~ \ j: N
Asthenopia 1(6.7) = I:' ~ o J& L [ o
Diarrhea 1(6.7) 71—__
Erythema 1(6.7) 1(6.7) 75\0 ~ 0
Erythrasma 1(6.7) 1(6.7)
Follicufitis 1(6.7) 1(6.7)
Headache 1(6.7)
Lymphocyte count 1(6.7) 1(6.7)
increased
Neutropenia 16.7)
Post-traumatic  neck 1(6.7)
syndrome
Pruritus 16.7) 1(6.7)
Pyraxia 1(6.7)
Sinusitis 1(6.7)
Skin exfoliation 1(6.7) 1(6.7)
Skin infection 1(6.7)

AE, adverse event Morlta A et al J DermatOI 46 745'51, 2019
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Table 2. Summary of Treatment-Emergent Adverse Events

“ Serious adverse events in patients receiving placebo included cardiovascular
No. (%) disorder and worsening of hidradenitis, postoperative wound infection,
and worsening of hidradenitis.

Adverse event Placebo Adalimumab : )
"Serious adverse events in patients receiving adalimumab included

Total No. 103 103 cholelithiasis, blastocystis infection, respiratory tract infection,
musculoskeletal chest pain, testicular cancer, ruptured cerebral aneurysm,
and pain in extremity.

Adverse event

Any 69 (67) 74(72) © Adverse events leading to discontinuation of study drug in patients receiving
Possibly related to study drug 26 (25) 36 (35) placebo included chest pain, blood creatine phosphokinase level increase,
myopathy, and dizziness in 1 patient and worsening of hidradenitisin 3
Severe 6(6) 9(9) patients.
Sarious 3(3)* 7(7)° “ Adverse events leading to discontinuation of study drug in patients receiving
i adalimumab included blastocystis infection, testicular cancer, ruptured
Possibly related to study drug 0 1(1) cerebral aneurysm, and headache; 3 of these were serious (in 2 patients,
; ‘ : : he adverse events were assessed as having no reasonable possibility of
Leading to discontinuation of study dru 4 (4)¢ 4 (4) :
9 y g *) @ relationship to study drug, and the third discontinued because of a serious
Infection 38 (37) 41 (40) adverse event of blastocystis hominis infection assessed by the investigator as
A 3 3 having a reasonable possibility of being study drug related).
Serious infection 1(1) 2(2) o prsERnteR e
“Testicular cancer.
Malignant neoplasm 0 1(1)° ' Death resulting from treatment-emergent adverse event of ruptured cerebral

aneurysm (patient died 4 days after receiving the last dose of adalimumab)

Postoperative wound
and posttreatment death [day 503] from natural causes secondary to

Complication 1(1) 0 hypertrophic cardiomyopathy).
Infection 1(1) 1(1)
h I —
Postprocedural hemorrhage 1(1) 1(1) $&|ﬂ:|:é*l,1—" E IE:TE $ % ‘j: I u@ EE % “:’
Adverse event leading to death 0 1(1) = s hd

All deaths occurring after last dose, d

o 2w BT A DB, EERE TH
. _— f-, EEHEEERTTHILITE

Adverse events occurring in >5% of patients FBEI E'I‘E 75{ % 6 t % Z ’5 11/1—: 0) 'i 115'] —G

in either treatment population & 7,_
Nasopharyngitis 19 (18) 19(18) 21z o

Hndradenit:sw‘orsenmg 15 (15) 14 (14) § é 'I‘i [j: N HS (: ;‘-_I- -d— 6 7 9\\ U -LA 7 7\
Procedural pain 8(8) 14 (14) @:hif@ﬁﬁ%tﬁﬁf%of:o

Headache 14 (14) 13(13)

Arthralgia 1(1) 6(6)

Diaerhea @9 66 Bechara FG, et al. JAMA Surg.
Dizziness 6(6) 2(2)

2021(in press)
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Patient education and coaching
Pain management

'8 i i ™ . i
L Patients with nodules and abscesses only ) Patients with tunnels, scars or contractures

{ ) R}

=4 Nodules and abscesses N ( 5-10 Nodules and abscesses h =11 Nodules and abscesses
L and DLOI <10 ) or DLOI 11-20 or DLOI =21
! / ] \ l
* Local therapy with antiseptics * Local therapy with antiseptics
* Local therapy with antibiotics * Local therapy with antibiotics * Local therapy with antiseptics
¢ Intralesional steroids * Systemic antibiotics » Systemic antibiotics and/or
L * Zinc gluconate * |f needed, anti-TNF mAb (adalimumab) ) anti-TNF mAb (adalimumab)

( Patients with medical therapy-resistant nodules or abscesses j

/
-
( Low inflammatory activity ) [ High inflammatory activity
* De-roofing * Systemic antibiotics and/or
* Laser surgery anti-TNF mAb (adalimumab)
* Excision * Excision
\ J

( Consider long-term systemic anti-inflammatory therapy (for example, adalimumab) J
\

Lifestyle changes

O Diagnosis [ Treatment
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Take-nome message
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