#

Abstracts & POSIers

ACAAI 2018 Annual Scientific Meeting
Seattle, WA, United States






ACAAI 2018 abstract book.indd 3

Intfroduction

Safety of first dose of SQ house dust mite sublingual
immunotherapy tablet in clinical trials
Bernstein DI

SQ house dust mite sublingual immunotherapy fablet
is well folerated in subjects with allergic asthma
Maloney J

Adverse event profile of SQ house dust mite sublingual
immunotherapy tablet after treatment interruption
Tilles S

Uncontrolled allergy is associated with significant
productivity loss among working Americans
Aagren M

10

31/10/2018 15.55




ACAAI 2018 abstract book.indd 4 @ 31/10/2018 15.55



ACAAI 2018 abstract book.indd 5

Dear ACAAIl delegate

ALK welcomes you to the ACAAI 2018 Annual Scientific Meetfing
in Seattle, WA.

As the world leader in allergy immunotherapy, we are proud fo
present four abstracts, all concerning house dust mite (HDM)
induced respirafory allergic disease.

The first abstfract reports that treatment with the SQ HDM SLIT-
fablet in patients with well controlled mild to moderate asthma
did notincrease the risk of asthma events. A second abstfract
based on 14 frials shows no serious adverse events relafed to
first dose, which must be faken under medical supervision, were
observedin relation to the first dose. Other clinically imporftant
adverse events were uncommon, occurred within minutes,

and were manageable with conventional pharmacotherapy
and/or epinephrine. A third abstract indicates that short-term
inferruption of the freatment does not appear to compromise
safety after re-initiation. Finally, a fourth abstract demonstrates
that unconfrolled allergic disease is associated with significant

productivity loss among working individuals in the United Stafes.

ALK is committed fo sustain, develop and disseminate allergy
immunotherapy and anaphylaxis management worldwide.

Enjoy the congress and please join us af our stand in the
exhibition area fo learn more about our concepts and ongoing
research activities at ALK.

oM<

Hendrik Nolte, MD, PhD
Senior Vice President
Research & Development
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Safety of first dose of SQ house dust mite sublingual
immunotherapy tablet in clinical trials

Bernstein DI', Maloney J?, Mosbech Smith F, Nolte H
'Division of Immunology, Allergy and Rheumatology, University of Cincinnati College of Medicine, Cincinnati, OH, USA, ?ALK, Bedminster, NJ, USA;
SALK, Hersholm, Denmark

Introduction

Supervision in the physician’s office for 30 minutes following the first dose of SQ house dust mite (HDM) sublingual
immunotherapy (SLIT)-tablet (ALK, Denmark) is required fo monitor for potential adverse reactions. Clinically
imporfant adverse events (AEs) occurring in connection to administfrafion of the first dose were evaluated.

Methods

Safety data from 14 DBPC frials (N=6784) of SQ HDM SLIT-tablet were analyzed for clinically imporfant freatment-
related AEs associated with the first dose. IRB approval was obtained. Data for the Europe/US approved dose of
12 SQ-HDM (N=2139) are presented.

Results

The majority of freatment-related AEs with the first dose were mild or moderate local allergic reactions. In all,
2/2139 (0.09%) subjects experienced AEs requiring freafment with epinephrine within minutes of adminisfration
of the first dose. One subject developed laryngeal edema assessed as mild by the investigator, which was treated
with epinephrine and resolved affer 30 minutes; the subject completed the frial. The other subject discontinued
freatment after experiencing a systemic allergic reaction (reported as moderate hypersensitivity), which was
freated with epinephrine and resolved affer 1 hour. Four additional subjects disconfinued freatment on day 1 due
fo AEs, mainly mild/moderate local allergic reactions, all of which resolved within 2 hours. No lafe-phase allergic
reactions occurred. No serious AEs relafed to first dose were observed.
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Conclusion

Clinically important AEs relafed fo the first dose of SQ HDM SLIT-fablet occurred within minutes and were
manageable with conventional allergy pharmacotherapy.

Abstract ID: 8032

ePoster Session: 1

Session Code: P452

Poster Hall Location: Room 4ABCDE on Monitor 3
Presentation Date: Friday, November 16
Presentation Time: 5:20 PM
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SQ house dust mite sublingual immunotherapy tablet
is well tolerated in subjects with allergic asthma

Maloney J', Hulstrem \?, Mosbech Smith I, Nolte H'
ALK, Bedminster, NJ, USA; ?ALK, Harsholm, Denmark

Introduction

Asthmalis arisk factor for systemic allergic reactions fo subcutaneous immunotherapy. The safety of SQ house
dust mite (HDM) sublingualimmunotherapy (SLIT)-tablet (ALK, Denmark) in subjects with or without asthma was
evaluated.

Methods

Safety data from 6 phase II/1ll double-blind, placebo-controlled frials of SQ HDM SLIT-tablet for the treatment
of allergic rhinitis or mild-fo-moderate asthma were pooled and compared between subjects with and without
reported asthma. IRB approval was obtained. Data for the 12 SQ-HDM dose approved in Europe/US are presented.

Results

Inall, 3473 subjects were randomized to 12 SQ-HDM (n=1663) or placebo (n=1810), 2036 (59%) of whom had
reporfed asthma. Most asthma was moderate according to GINA criteria (66%, 12 SQ-HDM; 70%, placebo).

The proportion of subjects reporting freatment-emergent adverse events (AEs) was similar between subjects with
and without asthma (86% vs 85%, respectively) in the 12 SQ-HDM group and in the placebo group (70% vs 64%,
respectively). The frequencies of freatment-related AEs, discontinuations due to AEs, severe AEs, and serious AEs
were generally similar for subjects with and without asthma. One freatment-related systemic allergic reaction was
reported; this event occurred in a subject without asthma. The frequency of asthma events in subjects with asthma
was 11% with 12 SQ-HDM and 10% with placebo; in subjects without asthma the frequency was <1% in both
freatment groups.
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Conclusion

SQHDM SLIT-tableft was well folerated and did not appear fo increase asthma events in patients with mild-
fo-moderate asthma. The safety profile was comparable for subjects with HDM-induced respiratory allergy
irrespective of asthma stafus.

Abstract ID: 8031

ePoster Session: 1

Session Code: P451

Poster Hall Location: Room 4ABCDE on Monitor 3
Presentation Date: Friday, November 16
Presentation Time: 5:10 PM
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Adverse event profile of SQ house dust mite sublingual
immunotherapy tablet after freatment interruption

Tilles S', Nelson HS?, Prenner BMP, Maloney J*, Mosbech Smith P, Nolte H*
TASTHMA Inc., Clinical Research Center, Seattle, WA, USA, ?National Jewish Health, Denver, CO, USA, 3Allergy Partners of San Diego, San Diego, CA,
USA, “ALK, Bedminster, NJ, USA; ALK, Horsholm, Denmark

Introduction

The SQ house dust mite (HDM) sublingualimmunotherapy (SLIT)-tablet (ALK, Denmark) is approved for daily
administration for the treatment of HDM-induced allergic rhinitis. The adverse event (AE) profile following freafment
inferruption was evaluated.

Methods

Safety data from 2 DBPC frials were pooled and analyzed for AEs reporfed af any point affer a treatment inferruption
of >2 consecutive days for any reason. Data for the Europe/US approved dose 12 SQ-HDM (n=783) and placebo
(n=782) are presented. IRB approval was obfained.

Results

Inall, 977/1565 subjects (62%; L476/783, 12 SQ-HDM, 501/782, placebo) reporfed a freatment inferruption for any
reason. Median inferruption durafion was 7 days for 12 SQ-HDM and 8 days for placebo.

The proportion of subjects who experienced AEs af any point affer treatment re-initiation was similar between 12
SQ-HDM (226/783 [29%]) and placebo (203/782 [26%]) . Most AEs affer freafment re-initiafion were assessed by
the investigator as mild or moderate in severity.
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No systemic allergic reactions, epinephrine administrations, or severe local swellings were reported affer treafment
re-inifiation. In the 12 SQ-HDM group, the most frequently reported AEs affer re-inifiafion were oral prurifus (8%),
throat irritation (8%), and ear pruritus (7%) ; the frequencies of these AEs with placebo were 1%, 2%, and 1%,
respectively. This AE profile characterized by local applicatfion site reactions is consistent with the known safety
profile of the SQ HDM SLIT-tableft.

Conclusions

Safety data after short-term interruption of SQ HDM SLIT-tablet freatment do not indicate a safety signal affer
fablet re-initiation. The safety profile after long-term treatment interruption was not determined.
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Uncontrolled allergy is associated with significant
productivity loss among working Americans

Aagren M, Hammerby E
ALK Hersholm, Denmark

Introduction

Unconfrolled allergic rhinitis negatively impacts workplace productivity. House dust mite (HDM) is the most prevalent
perennial allergy, but it can be effectively freated with allergy immunotherapy (AIT). Subcutaneous injection (SCIT) is
the most common route of HDM AIT, however SCIT itself can adversely affect workplace productivity when the fravel
fime required to receive the injections overlaps the workday.

Methods

This is an assessment, using an economic model, of the productivity impact of uncontrolled allergy in the US and an
evaluation of the productivity impact of SCIT versus a new FDA-approved form of AIT, sublingualimmunotherapy
fablet (SLIT-fablet). The productivity impact is splitinto absenteeism and presenteeism.

Results

4SV3SI1d 40 N4ddNd

For the average employee with uncontrolled allergy, the esfimated annual productivity loss is $4,500, where
presenfeeism accounts for 81% of that tofal. In the pivotal North American placebo-confrolled frial with HDM
SLIT-tablet, stafisfical significant improvement was demonstrated by the Rhinoconjunctivitis Quality of Life
Questionnaire (RQLQ) in the activities domain (p=0.0001 vs placebo), which includes work-related actions. The
HDM SLIT-tablet is home-administered and associafted with considerably fewer doctor’s office visits, contribufing fo
less workplace productivity loss versus SCIT. The additional productivity loss of SCIT and SLIT-tablet due to related
docforvisits are $1,147 and $80, respectively.

Conclusions

Uncontrolled allergic rhinifis is associated with workplace productivity loss. HDM SLIT-tablet offers an AIT
freatment option that demonstrates improved RQLQ and contributes to decreased productivity loss. Furthermore,
the home-administration of SLIT-fablet optimizes productivity versus SCIT because of fewer visits to the doctor.
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