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Treatment characteristics (Table 2)

Table 1. Baseline Demographics and Disease

Table 3. Treatment Paradigm

e Cervical dystonia (CD) is a chronic condition characterized by involuntary e Data from almost 2500 onabotulinumtoxinA treatment sessions were captured Characteristics Total Subiect Total Treatment
muscular contraction, resulting in abnormal head, neck, and shoulder in CD PROBE — Characteristic el Slloeels Sessions
movements and/or postures; tremor; and pain? : A imiaet i Characteristic N=1041 (N=1041)

’ : e Overall, a mean of 9.3 + 5.7 onabotulinumtoxinA injections were administered - (N=2481)

e Treatments for CD focus on the relief of symptoms, and botulinum toxin in a mean of 4.1 + 1.4 muscles per treatment session Age,y 58.0 + 14.7 Dose®. U
(BONT) is the treatment of choice?3 — Mean number of total injections increased from sessions 1to 3 (8.7 £ 5.2 Female gender, n (%) 774 (74.4) <100 315 (31.8) 486 (20.8)

— The safety and efficacy of BONT were established in randomized controlled to 10.0 £ 6.2) L A ' 101-200 631 (63.7) 1085 (46.5)
ini inla4 . . . =
clinical trials _ _ e The mean total dose of onabotulinumtoxinA across all 3 treatment sessions Race, n (%) 201-300 344 (34.7) 266 (24.3)
— However, few studies have described current real-world BoNT treatment was 189.8 + 87.1 White 961(92.3) >300 108 (10.9) RCHEET)
; - - . I Non-white 80 (7.7 Injection sites
practices — Mean doses increased over the treatment sessions, but dilution was (7.1 : - 510 (49.0) 957 (38.6)

e Thus, an observational, open-label multicenter, prospective registry (CD consistent Body mass index?, kg/m? 26.6+5.4 7.12 585 (56.2) 1032 (41.6)
PROBE) was designed to assess the safety, effectiveness, and utilization e Electromyography (EMG) was the most commonly used injection guidance P redominant SUBLPEE. n1(56) >12 253 (24.3) 492 (19.8)
patterns of onabotulinumtoxinA as a treatment for CD in clinical practice (73.3%) and was consistent across treatment sessions A 59 (5.7) Injected muscles

. _ . ) <3 176 (16.9) 297 (12.0)

e Overall, the most commonly injected muscles were the splenius capitis Latznezeliz R (EE) 3.5 866 (83.2) 1839 (74.1)

OBJECTIVE (86.1%), sternocleidomastoid (76.9%), levator scapulae (67.3%), and trapezius ?ettr_occﬂ!“s 432 8'731_)) -5 196 (18.8) 345 (13.9)
: L : : 63.6%) and were similar across all 3 sessions OTHCOMS ' ing |

e To report the subject disposition and onabotulinumtoxinA treatment patterns ( 0) Other 27 (2.6) Dosiﬁ interval, weeks 20 (48 46 (3.2

from CD PROBE e The least commonly injected muscles (<1%) were the pectoralis, masseter, Severity®. 1 (%) 13 677 E77 )9) 879 Eél 2))
L. . everity, n (7 . '
procerus, and suboccipitalis Mild 345 (33.2 >16 207 (25.7) 246 (17.1)
(33.2)
M ET H O D S Moderate 548 (52.7) Data are presented as n (%). 2Data were not available for 50 subjects and 150 treatment sessions.
: Severe 146 (14.1)
e CD PROBE was an open-label multicenter, prospective, observational registry Treatment paradigm (Table 3) Adverse events
designed to capture real-world practices and outcomes for onabotulinumtoxinA e The majority of subjects (63.7%) received 101-200U onabotulinumtoxinA Age at symptom onset, y 49.0£16.7 o Atotal of 515 AEs were reported in 273 (26.2%) subjects, 46 serious AEs were
: 5 . . . .
CD treatment in the US —  31.8% of subjects received a dose <100U Time from CD onset to diagnosis, y 50481 reported in 33 (3.2%) subjects, and 315 treatment-related AEs were reported
. - - - - - - - . R . . . R ; - 0 -
° Subjects.dlagnos_ed with CD and identified by the physu:_wm a}s cand!dates for e Most subjects (56.2%) received 7-12 injections per treatment session, which S teas in 185 (17.8%) subjects
(I;naNb_F)itﬁlmumtoxm? ther_apylwere.t_ n_ewtt% prmcg)all\lE)l'hyl'SIan tS plractlcetz, ”“E‘W to most commonly involved 3-5 muscles (83.2%) 9 Y S e More detailed safety data as well as effectiveness data are presented in poster
o] erapy, or if previously participated in a BoNT clinical trial, must no , _ . . . . ) 0 i i i ' i
have received BoNT for 216 weeks e Most subjects (77.9%) and treatment sessions (61.0%) had a treatment Prior ireatmentwith botulinum toxin. 1 (9 260 (369) (F;Ege(ss/éti-[)rr? e(l)tfmoer?zflbC())ltJle(I:icr)lrljlrﬁ?ol;zir&a Evgf?c?ellc? yfécgllsggté?)’t’ Registy for
e Subiects could receive 3 onabotulinumtoxinA treatment sessions interval of >13 weeks Data are presented as mean * standard deviation unless otherwise indicated. 2Data were not available for 76 subjects. y
é)ilution dosing, use of injection guidance, and muscles injected with ~ 25.7% of subjects had a treatment interval >16 weeks P were notaalaple for 2 subjects
i i creti : (o -~ % of subjects and treatment sessions had a treatment interval DISCUSSION & CONCLUSIONS
onabotulinumtoxinA were at the full discretion of the treating physician Less than 5% ] C g
. | g pny of <11 weeks Table 2. Summary of Treatment Characteristics
— Treatment intervals, and thus assessment intervals, were variable because e CD PROBE is the largest reqistrv of CD treatment experience. and defined
the time to the next treatment session was determined by the physician . . . . Treatment Session : Arg gistry . P :
. . ) . . o Figure 1. Subject Disposition subject demographics and disease characteristics

e Subject disposition as well as onabotulinumtoxinA treatment characteristics 1 2 Overall
and paradigm will be presented here Characteristic We recognize that the frequency of discontinuations was relatively high

e Adverse events (AEs) were assessed throughout the study (n=1041) (n=804) (N=2481) compared Wlth other CD clmlctal trla!s; howeyer, this is not entirely

Enrolled il i lser o ssiems, unexpecte_d given CD_PROBE s registry design. R_eg|str|es often enroll a

RESULTS N = 1046 Mean + SD 8.7+52 95+58 10.0 + 6.2 93+57 bro_ad subject population, have a long _stu_dy duration, do_ not have protocol-

5 Discontinued Range 1.0, 45.0 1.0, 41.0 0.0, 40.0 0.0, 45.0 defined treatment schedule.® Also, registries do not provide study drug and
- - L - 1 Lost to follow up so are limited by reimbursement and other financial challenges that ma
Su b] ect dis pOSI fion (Fl gure 1) 2 Withdrew consent 237 Discontinued (22.8%) Total number of muscles ¥ o y _ g y
. . 2 Other 26 Adverse Event injected, n aaversely impact retention.
e Over 44 months, 1046 subjects were enrolled in CD PROBE 2 Death Mean £ SD 4.0+14 4113 4315 4.1x14 : : :
— 1041 subjects received at least one onabotulinumtoxinA treatment Baseline (Visit 1) 5 Financial Range 0.0,11.0 1.0,11.0 0.0,13.0 0.0,13.0 ln Sl:mm?ry, the mefan on1a7b1025uL|J”:um2:)07X|2nS ql_%ses mcre;sed Ofog;h§+
. . o reatment sessions from : (o] .2U. The mean dose 0 8+
~ 636 (60.8%) subjects completed all 3 treatment sessions Injection 1 ;12 tsgr tgffgellis\(/)rl];e ol et U 87.1U is lower than maximum recommended dose,” but is comparable to
— 502 (48.0%) subjects completed all 3 treatment sessions and final n=1041 6+78. 6+88. . . . . ' : " :
( ) subj P ZMoved Mean £ SD 171.6+78.9 199.6£ 88.3 207.2£ 93.0 189.8+87.1 the mean dose of 187.0 + 76.5U in another observational study,® and is less
assessment visit 2 Non-study injector Range 15.0, 500.0 20.0, 517.7 25.0, 519.5 15.0, 519.5 : : : .. S
_ _ 5 Other health issues than doses previously reported as typical in clinical practice.® Furthermore,

° Atotal of 544 subjects withdrew over the course of the study _ 168 Discontinued (20.8%) 12 Physician discretion Dilution, n (%) data shows that most physicians use EMG and >75% of subjects have a
—  Approximately 20% of subjects withdrew after each treatment session 6 Adverse Event 1Pregnancy 1 mL/100U vial 681 (69.7) 538 (71.3) A28 (FLe) e e dosing interval of >13 weeks
—  The most common reasons for withdrawal were lost to follow up (23.2%) Visit 2 1 Death 2 Recovered/remission LAY 201 (38 L () 146 (24.4) 0

- ' ’ Injection 2 5 Financial 1 Time burden Other 39 (4.0) 30 (4.0) 29 (4.8) 98 (4.2)
withdrew consent (9.0%), lack of response (8.1%), AE (3.1%), and o - 804 34 Lack of response 1 Travel burden ot | b : : : .
physician discretion (2.0%) — 60 Lost to follow up 52 Withdrew consent Injeciigniguidance®, ni(%) REFERENCES
. . . 5 Other Anatomical° 269 (25.8) 217 (27.0) 174 (27.4) 660 (26.6)
— There were 4 deaths in the StUdy, none of which were considered to be 6 Moved 1. Albanese A, et al. Mov Disord. 2013;28:863-873. 2. Simpson DM, et al. Neurology. 2008;70:1699-1706. 3. Ramirez-Castaneda J and Jankovic J. Toxins (Basel). 2013;5:249-266.
I d 5 Non-study injector EIectromyography 772 (742) 585 (728) 459 (724) 1816 (733) 4. Charles D, et aI.Clln_NguropharmacoI. 2012;35:208-214. 5. Jankovic J, et al. BMC Neurol. 2011;11:_140. 6. Mana_\ck A, etal. In: Lunet N, ed. Epidemiology -_Cur_rent Perspectives
related to treatment 8 Physician discretion Ulresei 0 (0) 0 (0) 0 (O) 0 (0) on Research and Practice: Intech, 2012. 7. BOTOX® Summary of Product Characteristics. Marlow, UK: Allergan Ltd.; 2013. 8. Brin MF, et al. Mov Disord. 2008;23:1353-1360.
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preparation and assay method utilized. They are not To: 43704 (USA) or 00447860033051 (Non-USA)
interchangeable with other preparations of botulinum toxin products, OR
and therefore, units of biological activity of onabotulinumtoxinA . .
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cannot be compared with or converted into units of any other = : .
botulinum toxin products assessed with any other specific assay Charges may apply. No personal information is stored.

method.

available for 2 subjects for treatment session 3. ¢Inspection and palpation. 4Includes muscles written in by physician
(cervical paraspinal muscles, corrugator supercilii, frontalis, masseter, obliquus capitis inferior muscle, pectoralis,
platismus, procerus, rhomboids, suboccipitalis, and temporalis); each was <10%.

e The mean time between treatment sessions 2 and 3 was 15.1 + 5.2 weeks,

. The time between treatment sessions varied as determined by each clinician. The final visit
with a range of 7.3—-81.9 weeks

occurred 4-6 weeks after the third treatment session.
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