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Das Deutsche Psoriasis-Register PsoBest

« Nationale Langzeitbeobachtung bei
Erstverordnung einer systemischen

Therapie

« Unabhangig vom weiteren Therapieverlauf

« Bis zu 10 Jahre Beobachtung
« Arzt- und Patientenbefragung (alle 6

Monate)

» Postalische Zwischenerhebungen
« First patient in: 07.12.2007

Praxen

Kliniken
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Patienten nach Einschlusstherapie (Stand 06.10.2015)

« Uber 600 teilnehmende Dermatologen und
Klinikambulanzen (ca. 250 aktiv)
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Analyse (schwerwiegender) unerwinschter Ereignisse -
Methoden

« Stand 30.06.2014, n=3322 Patienten

« Patienten mit validierten Therapieinformationen

« Biologika (ADA, ETA, EFA, INF, GOL, UST) vs. konventionelle Systemtherapie
(CYA, FSE, MTX, RET, LEF, syst. PUVA)

« Baseline-Beschreibung

« Analyse aller gemeldeten Ereignisse nach Manchester-Template

Ereignis Ain Ereignis B unter Ereignis C unter
therapiefreier Zeit Therapie X Therapie X

i Therapie X : .J;. ..............

i i \ i v J

i i 90 Tage

~+
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Biologika konv. Systemtherapien
% /| MW % /| MW SD

weiblich 0.002 439 37.1 1042 40.9
Nagelbeteiligung 0.001 729 61.6 1283 50.4
Psoriasis-Arthritis 0.001 566 47.8 : 672 26.4 :
Alter [Jahre] 0.578 1182 47.5 13.3 2543 47.4 14.5
Alter Body Mass Index [kg/mZ] 0.001 1177 28.8 6.0 2530 28.3 5.8
Erkrankungsdauer [Jahre] 0.001 1101 20.9 13.8 2329 16.9 14.1
Body surface area
(BSA, befallene Kdrperoberflache in %) 0.001 1160 259 22.1 2486 233 19.8
Psoriasis Area and Severity Index (PASI);
Range 0 -72 (héchster Schweregrad) 0.001 1163 15.6 10.6 2484 14.2 9.3
Schweregrad der Psoriasis,
Patientenurtell, 0.132 1151 6.5 2.5 2480 6.4 2.3
VAS 0-10 (hoéchster Schweregrad)
Aktivitat der Psoriasis-Arthritis, Arzturteil,
VAS 0-10 (hichste Aktivitit) 0.001 669 3.0 3.0 1091 2.2 2.7
Schmerzen bei Psorisis-Arthritis,
Patientenurteil, VAS 0-10 (starkster 0.001 701 3.8 3.0 1238 2.9 3.0
Schmerz)
EQ 5-D VAS-Gesundheitszustand,
VAS 0-100 (bester Gesundheitszustand) 0.001 1134 50.7 239 2436 4.8 23.2
Dermatology Life Quality Index (DLQD);
Range 0-30 (starkste Einschrankung) 0.001 1159 11.9 14 2501 11.1 7.0

Expositionszeiten:

« 2704 Jahre Biologika (ever-exposed 2913 Jahre)

« 3787 Jahre konv. Systemtherapie (ever-exposed 4144 Jahre)
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Schwerwiegende unerwulnschte Ereignisse (SUE)
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SUE — TOP10

Patients cumulative/100 Patient Years
(95% confidence interval)

Systemics, cumulative
(12/13/2007 to 06/30/2014)
female (o] =1

events male

patients % patients

Condition aggravated 27 23 0.90(0.41 (0.19-0.78)] 0.81 (0.43-1.39)| 0.58 (0.36-0.88)
Death 9 9 0.35[0.32 (0.13-0.66)| 0.12 (0.02-0.45)| 0.24 (0.11-0.45)

Myocardial infarction 9 9 0.35/0.27 (0.10-0.60)| 0.19 (0.04-0.55)| 0.24 (0.11-0.45)
Pregnancy 7 7 0.27/0.00 (0.00-0.17)] 0.44 (0.18-0.90)| 0.18 (0.07-0.38)

Basal cell carcinoma 6 6 0.24{0.18 (0.05-0.47)| 0.12 (0.02-0.45)| 0.16 (0.06-0.34)
Joint arthroplasty 4 4 0.16] 0.05 (0.00-0.25)[ 0.19 (0.04-0.55)[ 0.11 (0.03-0.27)

Stent placement 4 4 0.16[0.18 (0.05-0.47)| 0.00 (0.00-0.23)| 0.11 (0.03-0.27)
Gastritis 4 4 0.16[0.05 (0.00-0.25)[ 0.19 (0.04-0.55)| 0.11 (0.03-0.27)

Cholelithiasis 4 4 0.16[0.00 (0.00-0.17)[ 0.25 (0.07-0.64)| 0.11 (0.03-0.27)
Cerebrovascular accident 4 4 0.16/0.14 (0.03-0.40)] 0.06 (0.00-0.35)[ 0.11 (0.03-0.27)

Patients cumulative/100 Patient Years
(95% confidence interval)

female total

Biologics, cumulative

(12/13/2007 to 06/30/2014)

events patients % patients male

Condition aggravated 36 28 2.37| 0.52 (0.24-0.99)| 1.93 (1.16-3.01)| 1.04 (0.69-1.50)
Myocardial infarction 9 9 0.76[ 0.47 (0.20-0.92)| 0.10 (0.00-0.57)| 0.33 (0.15-0.63)
Death 6 6 0.51] 0.23 (0.06-0.60)[ 0.20 (0.02-0.73)| 0.22 (0.08-0.48)

Joint arthroplasty 5 5 0.42| 0.06 (0.00-0.32)[ 0.41 (0.11-1.04)| 0.18 (0.06-0.43)
Pneumonial 5 5 0.42| 0.17 (0.04-0.51)[ 0.20 (0.02-0.73)| 0.18 (0.06-0.43)
Erysipelas 5 5 0.42| 0.23 (0.06-0.60)[ 0.10 (0.00-0.57)| 0.18 (0.06-0.43)

Basal cell carcinoma 5 5 0.42| 0.12 (0.01-0.42)[ 0.30 (0.06-0.89)| 0.18 (0.06-0.43)
Cardiac failure 4 4 0.34] 0.23 (0.06-0.60)[ 0.00 (0.00-0.37)| 0.15 (0.04-0.38)
Pregnancy 5 4 0.34] 0.00 (0.00-0.21)[ 0.41 (0.11-1.04)| 0.15 (0.04-0.38)
Osteoarthritis 4 4 0.34] 0.06 (0.00-0.32)[ 0.30 (0.06-0.89)| 0.15 (0.04-0.38)
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SUE — ever exposed

All cause death

Patients cumulative/100 Patient Years

male female (95% confidence interval)
% %
events patients patients events patients patients female
Systemics 17 17 1.13 4 4 0.38] 0.71(0.41-1.13) 0.23 (0.06-0.59) 0.51 (0.31-0.77)
Biologics 11 11 1.48 3 3 0.68] 0.61 (0.30-1.08) 0.27 (0.06-0.80) 0.48 (0.26-0.81)

Malignancies

Patients cumulative/100 Patient Years
male female (95% confidence interval)

% %
events patients patients events patients patients female
Systemics 26 19 1.26 11 10 0.96 0.79 (0.48-1.24) 0.57 (0.28-1.06) 0.70 (0.47-1.01)

Biologics 24 16 2.15 9 9 2.05 0.88(0.50-1.43) 0.82(0.38-1.56) 0.86 (0.56-1.27)
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Unerwunschte Ereignisse (UE)
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UE TOP10 fur differente SOCs: SYS vs. BIOL

Systemics, Patients cumulative/100 Patient Years
(95% confidence interval)

* SOC Skin and subcutaneous

Systemics, cumulative

(12/13/2007 to 06/30/2014)

SYENS

patients % patients

male

female
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Biologics, Patients cumulative/100 Patient Years
(95% confidence interval)

total

male

female

total

tissue disorders 310 237 = = | 6.26(549-7.11) 1.80 (1.22-2.56)| 3.45 (2.39-4.82) 2.40 (1.85-3.06)
Erythema 160 131 515 3.93 (3.15-4.86)  2.81(2.05-3.76) _ 3.46 (2.89-4.10)] 0.12 (0.01-0.42) 0.51 (0.16-1.18)] 0.26 (0.10-0.53)

Pruritus 26 24 094  0.41(0.19-0.78)] 0.94 (0.52-1.55) _ 0.63 (0.41-0.94) 0.23 (0.06-0.60)| 0.51 (0.16-1.18)] 0.33 (0.15-0.63)
Hyperhidrosis 16 15 059 0.46(0.22-0.84)  0.31(0.10-0.73) _ 0.40 (0.22-0.65) 0.17 (0.04-0.51)| 0.30 (0.06-0.89)] 0.22 (0.08-0.48)
Alopecial 16 15 059 0.18(0.05-0.47) 0.69(0.34-1.23)  0.40 (0.22-0.65) 0.06 (0.00-0.32)| 0.20 (0.02-0.73)| 0.11 (0.02-0.32)

Alopecia effluvium 10 10 0.39]  0.09(0.01-0.33) 050 (0.22-0.98) _ 0.26 (0.13-0.49) 0.06 (0.00-0.32)| 0.20 (0.02-0.73)| 0.11 (0.02-0.32)
Skin burning sensation 9 9 0.35| 0.23(0.07-053) 0.25(0.07-0.64)  0.24 (0.11-0.45) 0.06 (0.00-0.32)| 0.00 (0.00-0.37)| 0.04 (0.00-0.21)
Urticaria] 7 7 0271 0.18(0.05-0.47) 0.19 (0.04-0.55)  0.18 (0.07-0.38) 0.12 (0.01-0.42)| 0.20 (0.02-0.73)| 0.15 (0.04-0.38)

Rash 7 7 0271  0.14(0.03-0.40) 0.25(0.07-0.64)  0.18 (0.07-0.38) 0.06 (0.00-0.32)| 0.20 (0.02-0.73)| 0.11 (0.02-0.32)

Dermatitis 4 4 0.16]  0.00 (0.00-0.17)  0.25 (0.07-0.64) _ 0.11 (0.03-0.27) 0.00 (0.00-0.21)] 0.10 (0.00-0.57)] 0.04 (0.00-0.21)

Cheilitis 4 3 012  0.09(0.01-0.33)  0.06 (0.00-0.35) _ 0.08 (0.02-0.23) 0.12 (0.01-0.42)| 0.00 (0.00-0.37)| 0.07 (0.01-0.27)

* SOC Blood and lymphatic
system disorders

118 78 306l  233(1.74307) 1,69 (1.11-2.45)

0.23 (0.06-0.60)

0.71 (0.29-1.46)

0.41 (0.20-0.73)

Lymphopenia| 62 46 1.81 1.51 (1.04-2.12) 0.81 (0.43-1.39) 1.21 (0.89-1.62)|| 0.00 (0.00-0.21)| 0.00 (0.00-0.37)] 0.00 (0.00-0.14)
Eosinophilia| 17 15 0.59 0.32 (0.13-0.66) 0.50 (0.22-0.98) 0.40 (0.22-0.65){] 0.00 (0.00-0.21)] 0.00 (0.00-0.37)] 0.00 (0.00-0.14)
Leukopenia 15 15 0.59 0.59 (0.32-1.02) 0.12 (0.02-0.45) 0.40 (0.22-0.65){] 0.00 (0.00-0.21)] 0.00 (0.00-0.37)] 0.00 (0.00-0.14)
Lymphadenopathy 7| 2 0.08 0.05 (0.00-0.25) 0.06 (0.00-0.35) 0.05 (0.01-0.19)] 0.06 (0.00-0.32)] 0.30 (0.06-0.89)| 0.15 (0.04-0.38)
Thrombocytopenia 6 6 0.24 0.18 (0.05-0.47) 0.12 (0.02-0.45) 0.16 (0.06-0.34) 0.06 (0.00-0.32)| 0.00 (0.00-0.37)] 0.04 (0.00-0.21)
Anaemia 5 4 0.16 0.09 (0.01-0.33) 0.12 (0.02-0.45) 0.11 (0.03-0.27)| 0.06 (0.00-0.32)| 0.10 (0.00-0.57)| 0.07 (0.01-0.27)
Iron deficiency anaemia 2 2 0.08 0.00 (0.00-0.17) 0.12 (0.02-0.45) 0.05 (0.01-0.19)| 0.00 (0.00-0.21)] 0.00 (0.00-0.37)] 0.00 (0.00-0.14)
Leukocytosis 1 1 0.04 0.00 (0.00-0.17) 0.06 (0.00-0.35) 0.03 (0.00-0.15)| 0.00 (0.00-0.21)| 0.10 (0.00-0.57)] 0.04 (0.00-0.21)
Monocytosis 1 1 0.04 0.00 (0.00-0.17) 0.06 (0.00-0.35) 0.03 (0.00-0.15)| 0.00 (0.00-0.21)| 0.00 (0.00-0.37)] 0.00 (0.00-0.14)
Pancytopenia 1 1 0.04 0.00 (0.00-0.17) 0.06 (0.00-0.35) 0.03 (0.00-0.15)] 0.00 (0.00-0.21)| 0.10 (0.00-0.57)] 0.04 (0.00-0.21)

* SOC Gastrointestinal
disorder 835 469 18.42| 11.52 (10.14-13.04) 13.55 (11.81-15.48)| 12.38 (11.29-13. 2.27 (1.61-3.10)| 3.15 (2.14-4.47)| 2.59 (2.02-3.27)
Diarrhoea 256 221 8.68 5.49 (4.55-6.56) 6.31 (5.14-7.67) 5.83 (5.09-6.66)| |0.35 (0.13-0.76)| 0.51 (0.16-1.18)] 0.41 (0.20-0.73)
Nauseal 144 121 4.75 2.52 (1.89-3.27) 4.12 (3.19-5.24) 3.19 (2.65-3.82) |0.52 (0.24-0.99)| 0.61 (0.22-1.33)] 0.55 (0.31-0.91)
Abdominal pain upper 91 85 3.34 2.06 (1.50-2.75) 2.50 (1.78-3.40) 2.24 (1.79-2.77) [0.00 (0.00-0.21)| 0.41 (0.11-1.04)] 0.15 (0.04-0.38)
Abdominal pain 73 67 2.63 1.46 (1.00-2.07) 2.19 (1.52-3.04) 1.77 (1.37-2.25)| |0.06 (0.00-0.32)| 0.10 (0.00-0.57)] 0.07 (0.01-0.27)
Abdominal discomfort 67 62 2.44 1.46 (1.00-2.07) 1.87 (1.26-2.68) 1.64 (1.25-2.10)| |0.23 (0.06-0.60)[ 0.30 (0.06-0.89)] 0.26 (0.10-0.53)
Gastrointestinal pain 36 34 1.34 0.55 (0.28-0.96) 1.37 (0.86-2.08) 0.90 (0.62-1.25) |0.06 (0.00-0.32)| 0.10 (0.00-0.57)] 0.07 (0.01-0.27)
Abdominal distension 23 21 0.82 0.50 (0.25-0.90) 0.62 (0.30-1.15) 0.55 (0.34-0.85) |0.06 (0.00-0.32)| 0.10 (0.00-0.57)] 0.07 (0.01-0.27)
\omiting 20 18 0.71 0.14 (0.03-0.40) 0.94 (0.52-1.55) 0.48 (0.28-0.75)| |0.06 (0.00-0.32)| 0.10 (0.00-0.57)] 0.07 (0.01-0.27)
Gastrointestinal disorder, 16 15 0.59 0.27 (0.10-0.60) 0.56 (0.26-1.07) 0.40 (0.22-0.65) ]0.00 (0.00-0.21)] 0.00 (0.00-0.37)| 0.00 (0.00-0.14)
Dyspepsia 14 13 0.51 0.41 (0.19-0.78) 0.25 (0.07-0.64) 0.34 (0.18-0.59)| 0.12 (0.01-0.42)| 0.20 (0.02-0.73)] 0.15 (0.04-0.38)
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21Tl eTe [lexs T sV RN g [ EET\YSTMNO O VML) Sy siemics, Patients cumulative/100 Patient Years

(95% confidence interval)

events patients % patients male female total male female total

* SOC Infections and 9.64 (7.80-
infestations 323 215 18.1716.98 (5.79-8.34) 11.79) 7.95 (6.92-9.09)4.66 (3.80-5.66)[5.75 (4.63-7.05)[5.12 (4.43-5.90)
Nasopharyngitis 144 115 9.72|3.78 (2.92-4.82)[5.08 (3.77-6.69)[4.25 (3.51-5.10)| 1} 83 (1.31-2.49)(2.87 (2.10-3.83)[ 2.27 (1.82-2.80)
Bronchitis 20 18 1.5210.29 (0.09-0.68)[1.32 (0.70-2.26)[0.67 (0.39-1.05)[ 0.18 (0.05-0.47)[0.37 (0.14-0.82)|0.26 (0.13-0.49)
Sinusitis 12 12 1.01]0.29 (0.09-0.68)(0.71 (0.29-1.46)[0.44 (0.23-0.78)[ 0.27 (0.10-0.60)]0.12 (0.02-0.45)10.21 (0.09-0.42)
Influenza| 11 6 0.51/0.23 (0.06-0.60){ 0.20 (0.02-0.73)[0.22 (0.08-0.48)0.14 (0.03-0.40)[0.25 (0.07-0.64)[0.18 (0.07-0.38)
Erysipelas 10 8 0.68/0.23 (0.06-0.60)[ 0.41 (0.11-1.04)[0.30 (0.13-0.58)[0.09 (0.01-0.33)]0.06 (0.00-0.35)[ 0.08 (0.02-0.23)
Pneumonia| 9 9 0.76/0.35 (0.13-0.76)[ 0.30 (0.06-0.89)[ 0.33 (0.15-0.63)|0.18 (0.05-0.47)[0.06 (0.00-0.35)[0.13 (0.04-0.31)

Upper respiratory tract

infection 9 9 0.76/0.17 (0.04-0.51)[0.61 (0.22-1.33)[0.33 (0.15-0.63)0.14 (0.03-0.40)[0.31 (0.10-0.73)[0.21 (0.09-0.42)
Gastrointestinal infection 8 8 0.68]0.23 (0.06-0.60), 0.41 (0.11-1.04),0.30 (0.13-0.58)[ 0.14 (0.03-0.40)[ 0.19 (0.04-0.55)[ 0.16 (0.06-0.34)
Herpes simplex| 7 6 0.51/0.12 (0.01-0.42)[ 0.41 (0.11-1.04)[0.22 (0.08-0.48)0.00 (0.00-0.17)[0.12 (0.02-0.45)[0.05 (0.01-0.19)
Herpes zoster 7 7 0.59[0.23 (0.06-0.60)[0.30 (0.06-0.89)| 0.26 (0.10-0.53)[0.23 (0.07-0.53)]0.12 (0.02-0.45)[ 0.18 (0.07-0.38)




Universitatsklini
inikum
Hamburg-Eppendorf I

; ut far Ve
in der Der - sorgungforsch
matologie und bei PﬂegebLg;Sfen CVderm

Competenzz
: entrum Vers
in der Dermatologie gungsforschung

klinische Un
t ' .
therapie- undeirr?gihl::t?c? bel Behandlung in ents
nSSpezifische U preChenden
nterschiede

I

)

Therapiearmen

4

o0

Weitere Be

obac .

Unterschieden uf;tgrlisnzelt 2ur Klinischen Einordn
gzeiteffekten ung bei UE-

Arch Dermatol Res
DO1 10.1007/00403 21515938

-
@ CrossMark perts. Regular

newsletters are

of investigaior

ORIGKNAL PAPER
pgics and
herapies.
Drug safety of systcmic {reatments for psnriasis: resulis from
The German psoriasis Registry psoBest 1 events were
jous (serious Ay
fe-thremeni w
K. Reich’ « U. Mrowietz AL A Radtke D Thaci' * S- 3. Rustenbach’ - s o 0 Res
. & 3 - 2 ie
. spebr’ Augustin’ ons, cardio- lents on :’::
/hich are not 1 266 o
wders are pot din the.
e mean

e context of
svere’ —with d 1733 Ry

& 22 Juge 2015 ) Acoepred: 11 Avgust 2015
S scluding all

Raceived: 19 Novambes 2013 Revise 1
o Author(s) 2015, Tois 7 " putished with OpeR 26655 springetink oM g
r evenls are medi-

Drug S
e T G P e o1 (confdence ine ) O 1305410 35-008): MAC i covi afe't Of .
e e EE T y of systemic treatments for psori
lasis:

conducted in 2008 in onder 1o inVestl p.56/0.77 «1 029-0.97/0. 41-1 \\a!vgum\tiu (exd
c e 2

on-melanoma skin cancer) D.46/0.49 1 02

outcomes and safet of syste
o To prevent

ain o
of antpsoriatic drug 021-0.97), There were 20 enificant differences petween N
r events the

cevere psoriasis: SUEY anal
G < The conver-

with 5pe

") focus on serious SV evenss (SAB) for dingle drugs in 20 O
oy tional systemie nd biotogie dgs for P « show sat- =

afections, malignancics " major cordioc €7EmS 3 et and D I I I I I Ie
s done. Naionwide onnterventional paGeNt enment isfying 8t " ey routine psoriasis U 1Y ermany With s no oth fe of .
. . - . d ex ° e
prs, Unil respeet 1@ infections, MACE and malignancies: e Ger, .
ular events van r I aS R
I S e .

¢ dermatology

.
" isiry conducted it e I
a2 paticnts (40 5 eanaio: mean age 473 — e
(SD 14.1) yeass: mesn o of disease 182 50 i) Keywords DE afery - Phapmacovig e Proriasis -
melanoma . e r m t I

years) were recruited. inchuding 1701 patients (3842 gystemic weatment - Biologic treaument Registry M
pationt_years) with conventional S¥ drugs and 1y Activ e (po
- 008 (3442 patient years) with biolo® cal drgs. Meah " for sur
PASI (Psariasis A and Severity Index) 2 inclusion was {ntroduction o i the: o T
14,7, mean DLQ! (Dermarology Life Quatity tndex) 11-1 s only
sean BMI (Body Moss Tndex) 282, The © ol rate of  AccOrding 1o evidencebased cusdelines, SYSemIe drugs - tamo
. . ; or
SAE per 100 patient years were 13 \SD 09) per W00 atments of choiee O patients with moderaie-to-
patient )caxsh\(nn\cm.umal systemic and 13 Sp 12y SV psoriasis [13. 161 Ty oSt COUNLASS: first-line 5Y5
biotogics (p > 0.5 7° significant ifference). The rawes Pt emic weatment inCWdeS mehotrexate, G0 Aand
100 patient years ¢ cingle severe adverse events Were 8% retinoids, whereas the <eoond-line treatment 1 based on the
follows (YS! foiotogics): serious infections, 0 5 fiximab, ewanercePt tckinumab and adat
is and psorfatic arhs and
Only in Germany fumanie RA pre
K Reich "y for firstline GEUIST  ever
E ¢ ¢ . events ——
o \\r-d:mmo\ﬂgxmm.ﬁ; Showing # chronic, persising course of disease psoriasis < treat-
. requires @ longter™ ey for weatment O many ing the w
Dermatslogiku Hampurg, Hambure Germany gecades 2. 3 g the ere
S cies an Vere
2 peparment of Dermatology. Ve slogy and AllersY £y PsoBest records safety, ‘mem‘j b #
e Center, University MeZs Seater Schleswi . S .S
porass Ceer M (ot Hest saent benefit a4 treatment regimens : -
Holstein, CamPYs e, Kigl, Gemany B N vithin 2 fer-
S - s, Patients with moderie oF severc poRasis H¢ e s
Insttune for Health Serviees esearch fn Dematolony 214 s Wit B ent with <ot : s
Nussing (VDP: Y piversisy Mcd;;a\C‘m\l:\‘llmn\\uv« 1 Probest, when “,‘“““““ with & con ational ic
Eppendort. Hamburg. Germany systemic ageat ©f piologic 1% surted for e first Ume- 1 safety fes
4 . Observation e is extended 10 107 ars. o
Excellence Centet 100 nfarmaion Medicine, Universty ” N : N patient -
Srcical Cenes i Holsein eomps Libes One of the maio? objectives of (e patient Fegistsy .

C
Libeck, Germany psoBest s the evaluation of safety and outcomes in

published anline: 10 September 2015 ) springer

Mngie




