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Primary axillary hyperhidrosis, a chronic pathblogic condjtion
of pxcessive underarm sweating, causes signifidant occupatjpnal
Imgairment and difficulties In personal relationsifips, and requjres
sujstantial time and effort to manage.'? The mpirked redudtion

in health-related quality of life (HRQOL) assodiated with per-

hidrosis Is similar to or greater than that wit other seri?us

dermatologic diseases, such as psorisis and sevele acne, Clinical

studies have shown thar botullnum toxin typg A significantly

reduces sweat production in patients with hyberhidrosis/i™¥

- However, because this condition is associated fvith substanitial
impalrment in dally activities, evaluating the efficky of treatmgnt
alsq requires assessing its effects with HRQOW measures. :

Studles in Canadian, European, and North Amerkan populations
have shown that, in addition to reducing swe production,
tregtment with botulinum toxin type A (BoNFA) impr'ngF
HRQOL and associated limitations in daily actifites.' 342 Qnly
| of these studies, however, assessed the effed of botulinum
toxin type A therapy on HRQOL over an oxtended time peripd
(1 ypar). Here we report the incerim resuits of an open-label
extgnsion of that I-year study, This report quantflies the effeqts of

ted treatment with BoNTA on HRQOL anc daily functidning
in p3tients with primary axillary hyperhidrosis ovelf a 2-year pefiod.

i

Patients who completed the I-year double-blifd randomized
clinical trial (RCT), regardless of treatment grofip (BoNTA'
50 Lza"axilla. BoNTA 75 Ulaxilla, or placebo), were eligible f;
a subsequent 3-year open-label extension trial ith BoNTA
50 Waxilla. In the open-label extension trial patlents were
assegsed during a telephono visit 7 days post-treitment, at
office visits at 4 and 8 weeks post-treatment, and during monighly
teleghone visits thereaftor until they were eligiblp for rein}ect:i'Pn
or exited the study. Patients were eligible for recrdatment 8 we. ks
afeer|their last treatment, if thoir Symptoms persiged or recuried.
The retreatment criteria were (1) a score of 3 ¢ 4 on the :
Hypqrhidrosis Disease Severity Scale (HDSS; ra . |-4;Table [),
indicating that their underarm sweating was barel} tolerable t:qr
intolerable and frequently or always interfered vith their da'ily
acdvIF'es. and (2) a gravimetric measurement of at east 50 mg pf
Spontaneous sweat In each axilla over 5§ minutes]at rest.

- 2 3
-

The primary efficacy measurement was the HD ¥. a validatoi
Singlc-item 4-point scale in which the patient ratod the degroe ;
interference of his or her hyperhidrosls symptomg with his or iher
daily gccivities." A higher score indicates greater irgerference with
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daily activities. The duration of response was calculated as the
number of days after cach BoNTA treatment to the first reporting
of a score of 3 or 4 on the HDSS (or discontinuation from the
study).

Table 1. Hyperhidrosls Disease Severity Scale

Question: How would you rate the
severity of your hyperhidrosis?

My underarm sweating is never noticeable
and never interfores with my daily activities

My underarm sweating is tolerable but 2
sometimes interferes with my daily activities
My underarm sweating is baroly tolerable and 3
frequently Intcrferes with my daily activities
My underarm sweating is intolerable and 4

always interfores with my daily activities

Daily functioning and HRQOL were assessed by using the
Dermatology Life Quality Index (DLQI) and the Myperhidrosis
Impact Questonnaire (HHIQ).The DLQI is a validated and reliable
10-item dermatology-specific questionnaire that assesses HRQOL
over tho previous week,” with total scores that range from 0 to
30 (0 being the least impaired HRQOL and 30 being the most
impaircd). The HHIQ is a validated and reliable instrument that
quantifies functional impairment in terms of occupational and
personal limitations due to hyperhidrosis, as well as the time spent
managing ic."” Patients completed both instruments before each
treatment and 4 and 8 weeks thereafeer.

This analysis is of data from the RCT (1 year) combined with |
year of data from the open-label extension study. For the DLQI
towal score, descriptve statistics were calculated for each treatment
session and within-group changes from bascline were analyzed
by using the Wilcoxon signed-rank test. Responses to selected
HHIQ questions were dichotomized and summarized with
frequency distributions. Within-group comparisons wore made
by using the McNemar test. A P value of s 0.05 was considered
statistically significant.

77% (193/252) of patients who completed the l-year RCT
enrolled in the open-label study; 78% (150/193) had previously
been randomized to treatment with BoNTA, the remalning 43
patients had previously received placebo. During the 2 years of
foliow-up 185 (96%) of thesc 193 patients had recelved at loast
I BONTA treatment, 3 (2%) had completed or discontinued the
open-label study without having received any BoNTA treatment,
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and § [(3%) were enrolled who had not receivod any BoNTA

ent, Of the patients who had received Bo
during|the 2 years of follow-up, 34% (62/185) re
30% (*5! 185) received 2 treatments, 21% (39/1

ents, and (0% (18/185) roceived 4 treatme
demoJraphlcs are rcported In Table 2.

Tabl

2. Demographles

Enrolled popt

HRQO!I Measureinents
TA treatment

‘ i +  Significant improvements in dermatology-specific HRQOL
) reccived 3 were reported after each treatment with BoNTA (Figure 2)

ts. Patlent Mean total DLQI scores before each BoNTA treatment
ranged from 5.9 to 8.5 (Figure 2)

— Mean total DLQI scores at 4 waeeks afrer each BaNTA
treatment ranged from 1.8 to 1.9 (P < 0.001)

- Mean total DLQI scores at 8 weeks after treatment

lation

Characteristic (N =193)
ranged from 1.5 to 2.3 (P < 0.001) :
+ Ys mean (@gﬁ)
Sex, % e
Male 52 M Baseline
Female 48 ol W4 weeks
Ethnicity, % B8 weels
White 84
Hispanic 9 :‘l:;'n 6
Black s scobe 4
Other 2
Trc‘al:ment in previous study, % 24
Placebo 22
BoNTA 50 U or 75 Ulaxilta 78 o] ' . ,
Baseline (n= 16%) (n=131) (n=68)
Efficacy Treatment sesslon
HDS
» 4 3nd B weeks after trcatment session |,83% (§41/171) and Figure 2. Dermatology-specific HRQOL, indicated by the mean

7q% (131/169) of pationts, respectively, rep
2-grade improvement from baseline on the

. e treatment effect was durable. After tr
thg median duratlon of effoct was 226 days
at|least a 2-grade decrease in HDSS score f

4 (Figure |). Repeated treatment with
tinued cffectiveness, as B1% (83/103) and

and 3, respectively

respectively, in patients with at least a 2-
in HDSS score from baseline 1o week 4
sessions 2 and 3 (Figure |)

The duration of treatment response is |l
estimated, particularly after treatment s

rted at leasga DLQI total score before and ofter treatment with BoNTA.
: *xup < 0.001 vs bascline.

Occupational impairment

+ Patients reported significantly less occupational dissatisfaction
and limitations due to thelr hyperhidrosls after treatment with
BoNTA than bofore treatment :

- 66%-72% of patients were neutral or somowhat or very
dissatisfied with their abllity to perform their work
activitics before treatment, which decreased to 9%~20%
at 4 weeks after treatment (P < 0.001) (Figure 3A)

29%—43% of patients reported being moderatcly, quite

a bit, or extremoly limited at work because of their

hyperhidrosis before treatment, which decreased to

y under- 3%-8% at 4 weeks after treatment (P < 0.001) (Figure 38)

- 35%—41% of patients reported that their hyperhidrosis
moderately, quite a bit, or extremely affected their effec-

ment
lon |

ment

spssion 2
Tlﬁhaﬂt 179

session 3

tiveness at work before treatment, which decreased to
4%11% at 4 wecks after treatment (P < 0.01) (Figure 3C)
Time spent managing symptoms
: » Patients reported that they spent significantly less time
225 : treating their hyperhidrosis and changed their clothing less
often after treatmont with BoNTA than beforo treatment

~  31%=40% of patients spent an average of |5 minutes or
more on the previous day treating thelr hyperhidrosis

50 100 150 200
Days

O -

T \ before treatment, which decreased to 6%~10% at 4 weeks
250 300 after treatment (P < 0.01) (Figure 4A)

,' —  29%-55% of patients changed their shirt or other clothing

least @ 2-grade improvement from baseline in HDSS at 4.
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M Baseline
B 4 weeks
':g A W 8 weeks

Patients, ¥

oS358 85

I 2 3
=167) (n=111) (n=62)

Ba:rlln: (n

dissatieBed, Does not apply ta ma (wxcluded).

(n ='igp) (n 2 I7) (n 3 65)

B Baseline
B 4 weeks

H Baseline

(n 2 75) (n =4 16) (n J 64)

Treatment session Treatment sesslon Treatment sesslon
learrc Ploade rato your overall [wvel of Iberme Heow Wnited do you fusl pou currantly Jtarm: How much do you think your
satsfaction with your ability to perform your aru st work Jue ta yaur hyperhidrosk! hyp Is symp L d your
qmunwuk i due to hidroal Aesponsa oftions: Gxtromely Umited, Quity ofioctivenves at worlk!

Very sathilled, S abit » Modarataly limitwd, Sornewhat Responsa options: Extremely, Quite a bit,
unntumru&mmmumuﬂMMth umh:ﬁzqmuut Moderatoly, Somewhat, Not at ull,

Figure 3. Occupational impairment before and after ent with BoNTA. (A) Patlents somewhat or very dissatisfied with their ability w perform
their work activities because of hyperhidrasis; (B) Paticfts at least maderately limited at work because of hyperhidrosis; (C) Patients who reported
that their hyperhidrosis at least modcrately affected gheir cffectiveness at work. **P < 0.01; **¥P < 0.001 vs baseline.
1004 A M Baseline 1004 B H Baseline
80 - I 4 weeks M 4 weelks
B § weeks 80 B3 8 weeks
b
60
% 40 -

20~
0
Baseline (n=184) (n=122) (n = 68)
Treatment sesslo
o v T !

185) (n=122)

(n=
Treatment session

ltem: How inaty timeas yestorduy did you chungo your shirt or
ather clothes dus t0 tha sffacts of your hyporhideasic)
Rospousi ptuns: Nona, Once, Twice, 3 o moro tmes

(n=68)

Figwe' 4.Time spent managing symptoms before and ofter treatm

ent with BoNTA. (A) Potients who spent 15 minutes or more the previous

day trpating their hyperhidrosis; (B) Patients who chapged their clothing at least twice the previous day because of hyperhidrosis. **P < 0.01;
*#p ¢ 0.00] vs baselinc.
2 or more times on the previous day befdrc treatment,
which decreased to 9%~12% at 4 weeks lter troatment 100- ® Baseline
(P <0.001) (Figure 4B) o 4 weeks
Psychological impairm 80- 18 weeks
ychological impairment
. S:LNflcantfy fewor. patients reported feeling pmotionally
aged or Injured because of their hypori§drosis after

tn

patment than before treatment (Figure 5)

Patients, %

—| 76%—83% of patlents fclt emotionally d or injurgd
becauso of their hyperhidrosis before tregtment
—| 32%~42% of patients felt emotionally ed or injured
because of thelr hyperhidrosis at 4 weoks ffter treatment
Baseline = |83) (n=122) (n=67)
(P < 0.001) Treatment sesslon
Limmfu:lons in interpersonal and social situations 1tant: Do you fedl omnﬂuul,‘mdw wnm m
+ Patients reported significantly less limitation | porsonal and :m: axtiot, Alfactad amoonuly medersial, y
sqctal situations because of thelr hyporhidrosis pfter treatment elflesnty.

than before treatment

~| 21%=35% of patients felt at lcast moderagely limited gn Figure 5. Psychological impairment before and ofter treatment with
family occasions or with frionds before t ent,which g NTA Patients who fekt emotionally damaged or injured, at least to a
decreased to 2%-5% at 4 weeks after t(P<001)  small extent, because of their hyperhidrosis. ***P < 0.001 vs baseline.
(Figure 6A)
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not apply o ma (axcluded).

em (D) What is your satlsfaction In your ability to perform culpent nonwark activities? Re
dhuadsfied, Doet

® 1004 A R 00, B | ™ Baseline W dwoeks © B weeks
ge 4 's0
S 60 e 60
g1 g4
a 0 Vel pou i ] - - = 1
& 2 3 a i 3
Baseline (n= l“) (n=121) (n=68) (n=183) (n=122) (n=68)
Treatment scsslot Treatment session
? 1 T8I oo
[]
% . wp WY ke g;
I 3 | iy I 2
Basellne (n= |85) (n=122) (n = 68) (n= (85) (n=121) (n=68)
Treatment sesslor] Treatmont sesslon
muwmuacnumwwmhmu h Ivitiesfsltustion mmpwmnmmdﬂ(mmhmﬂrmadmw-m-mmdqmmmduwhﬁu
i to paopie for the flrat time; (C) Being In public place). Nesponse optionp: Not ehie , Moder: 4 'r’ ‘.‘Q.ul?:.h“ '- e
b P ] d J ‘.m‘u‘

Figure (6. Limitations in interpersonal and sacial situa
J‘im.if.eq

5 before aTd ofter treatment with BoNTA. (A) Patients who felt at least moderately
isf (B) Paticnts who felt at least moderately limited when meeting or being
to new people because of hyperhidrosis; (C§ Patients who feft at least moderotely limited in public places because of hyperhidrosis;

(D) Patients who were somewhat or very satisfied with their ability|to perform nonwork (social and lelsure) activities. *P < 0.05; **P < 0.01;

*¥np wf- 0.001 vs baseline.
~| 39%~58% of patients felt at least modc

(Figure 6B)

~| 35%—-55% of patients felt at least mod
public places before treatment, which dec
1% ac 4 weceks after treatment (P < 0.001

treatment, which increased to 78%~88% a
treatment (P < 0.001) (Figure éD)

UMMARY .~

reduced HRQOL because of their condition

BENTA improved HRQOL and limitations Inddally acciviu'fs
in these patients
. the effect of BoNTA waned and symptans returned,

impaired HRQOL and dally actlvities limitatigns recurred|in
parallel. However; repeated treatment with BoNTA after
the recurrence of symptoms produced consisgent and
r*produclble benefit in terms of improved HRQOL and
iy functioning

CONCLUSIONS. . . |

=4

The Llata reported here show that repeaced tatmont wit/
BaNfI'A over 2 years is effective and consistenfly results in

meaningful improvements in HRQOL and occugptional, psycho-

Ioglcal.and personal functioning in patients with sfvere persistent

pnmary axillary hyperhidrosis.
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Abstract

Notes

Dosing and results roported In this study are specific to the fermulation of
botulinum toxin typo A manufactured by Allergan, Inc. (Irvine, Callf.). The
Allergan, Inc., formulation Is net Interchangeable with other bowlinum toxin
products and cannot be convereod by using a dose ratio.
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