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Dear ACAAI delegate

ALK welcomes you to the ACAAI 2017 Annual Scientific Meetfing
in Boston, MA.

As the world leader in allergy immunotherapy (AIT), we are
proud fo present 3 abstracts concerning the recently infroduced
SQHDM SLIT-tablet with demonstrated efficacy in patfients
suffering from house dust mite induced allergic rhinitis.

One of the abstracts is focused on the clinical relevance of the
SQHDM SLIT-fablet in moderate-fo-severe house dust mite
allergic rhinitis. Another abstract looks more closely at the
efficacy of treating nasal congestion sympfoms, whereas the
third abstfract addresses the offen debated aspect of efficacy in
mono- versus poly-sensifized patients.

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,

Hendrik Nolte, MD, PhD
Senior Vice President
Research & Development
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Clinical relevance of the SQ HDM SLIT-tablet in moderate-to-severe
house dust mite allergic rhinitis

Bruce Prenner’; Susanna Dahlgren?; Hendrik Nolte?; Dorte Rehmy’; Jonathan Corren’
"Allergy Associates Medical Group, Inc., San Diego, USA, ALK, Denmark; *David Geffen School of Medlicine at UCLA, Los Angeles, CA, USA

Introduction

The SQ house dust mite (HDM) SLIT-tablet (ALK, Denmark) is efficacious in adults and adolescents with HDM
allergic rhinitis. Here clinical relevance dafa from a North American, randomized, DBPC frial (clinicalfrials.gov:
NCT01700192) is presented.

Methods

1482 subjects aged >12 years with moderate-to-severe HDM allergic rhinitis were randomised fo 12 SQ-HDM or
placebo for up fo 1 year. Post-hoc the numbers of rhinitis exacerbation days and mild days were calculated: arhinitis
exacerbation day was a day with an allergic rhinitis symptom score of 6, or 5 with one individual symptom scored

3 (i.e. symptom that caused interference with daily life) ; a mild day was a day with no individual symptom scored
higher than 1 (i.e. symptom caused minimal awareness) and no anfihistamine use.

Results

The estimated probability for a rhinifis exacerbation was 23.4% for placebo and 12.7% with 12 SQ-HDM (OR=0.48;
95% Cl10.34; 0.68]; p<0.001) over the 8 weeks efficacy assessment period. The esfimated probability for amild
rhinitis day was 35.0% for placebo and 48.3% with 12 SQ-HDM (OR=1.73; 95% CI [1.21; 2.49]; p=0.003) . Assuming
similar conditions, efficacy over 1 year may be estimated to 85 days versus 46 days with rhinitis exacerbation and
128 days versus 176 days with mild days in the placebo group compared with 12 SQ-HDM.
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Conclusion

Treatment with 12 SQ-HDM reduced the patient’s probability for having rhinitis exacerbation days and increased
the probability for having mild days. These findings illustrate the clinical relevance of the SQ HDM SLIT-tablet in
adolescents and adults with moderate-to-severe HDM allergic rhinifis.

ACAAI 2017 abstract book.indd 4 @ 26/09/2017 08.46



‘spIuIYd 016188 INQH 919A8S-0)

-8jesapow yym sjusiied ul 3o|gel-L[1S INQH DS du3 jo
2oueAd|al [B2IUID By} 8jensn||l sBulpul asay] ‘sAep
pliw Buiaey Joy Ayjigeqold ay) pasealoul pue sAep
uoljeqlaoexa spiulyl buiney Joy Ayjigeqoud sjusped

ay) paonpai Apuesyiubis NAH-DS 21 Ui Juswieal]

uoisnjouo)

GGLEL IIE/LLLL 0L/BI0"10p//:5dNY "€~1:00: 210 ABIBIIY "ShiuIy d1Bus|lE B)iw JSnp asnoy

u138|qe) [enBuiigns sjiL ISNp 8SNoY DS UM JUSWIESI} JO SyBuaq [BOIUND “d WYSY ‘I 8qgaL-auialy d Aowsq ¢
8-1£91:8€1:91.02 lounwwy ul) ABia|y 1 *[el} pa|louoo-0gade|d ‘paziwopuel e ul S)npe pue Sjusosajope Uesuawy
ypoN ui }a|qe} Adesayjounwiwi [enbuligns ajiw 3snp asnoy jo Aoeoly ‘e 18 “S°H Uos|aN “|'g urejsulag “'H 8}IOoN 2
LS-¥ppi(2) L€ 119102 lounwuwi uld ABejly

£ “lewy |11 @seyd pajjosu00-0gede|d ‘pulg-S|qnop ‘POZILIOPUE] B WO SYNSeY :J2IeI-LITS INAH DS U} JO s8sop

1yJ o1B.18]|8 PaoNpUI-a}IW }SNP 8SNOY JO JusWw)eal) 8AlRayT e 18 g wyay “M Jebuiww3g g Ajowaq :|

S9oUaI9)aYy

uBisep |eu] :} ainBi4

few} Jo pug

uonesiwopuey

P syeem g “ syjuow Q| @ skep G|

T
“Amm:_v._ouﬂ Aseip Aliep), (sBuipiodal Aieip Apjasm)

(sbuipiodai Azeip Ajiep)

1
1
1
| Juswsssasse Aoealyy3 " ddueUUIBW JudWIRAIL 1 auieseg
! € poliad ] Z pouad ' | pouad
1 ! 1
(kL =N) 39198} 0gadE|d
1
. z8rL=N

oSN dUIWE)SIYIUB OU PUB (SSaUSJEME [BWIUIW POSNED
wojdwAs "a°1) | ueyy Joybiy paloods wojdwAs [enplialpul ou Yyum Aep e sem Aep plluy o
(a1 Arep
UM aouaiauaiul pasned jey woidwAs ‘a'1) ¢ paloos woldwAs [enpiAlpul SUO YIm G
10 ‘9 Jo 2102s wo)dwAs sniuiyl o1619|e Ue yum Aep e sem Aep UOIIEGI9DBXD SINUIY Y «

"siuiys o1biajje 1Yy "pouad uonen|eas Aoeolya seem g ay) Buunp syusied pajeal) 19|qel-1 1S INAH
DS pue 0gade|d Jo} Aep Y pjiw e 1o Aep uoneqlaoexa Yy ue Buiaey jo Ajjiqeqold :Z ainbi4

0q32B[d D

usping 4v Usping 4y
pasEaag %09 /508 %0k %02 %01 %0 401 %0 sp0e PREERU]
< | | | | | | | 1 | l 5
% €8F % LTI
% 0°S¢ % V€T
€00°0=d ‘€£°'T=40 100°0>d ‘8t°0=40O
11qm-11TS IWaH OS [Jij
Aep YV priw AED UONEQIIEXD YV

e Smaey Jo ANIqeqoid

e SWARTY Jo AN[Iqeqold

VSN V9 ‘sejabuy soT ‘yTonN je auldipap
40 [00YOS Uslje9 pIreq g HJewusq MV ‘¢ VSN
‘0baig ues ‘-ou| ‘dnoigeaipayy Sejerossy Abiojy i —

gUBLI0D T ‘WYY '@ ‘zOHON "H ‘zueiBlyeq 'S ‘,Jouusld 'g

‘INAH-OS Z1 yim pasedwos dnoib ogaoeid ayy ui sAep pjitu yim sAep 9/ | snsian shep gz

pUE UOIBqUa0EX3 SIHUIYI UM SABP 9 SNsIaA sAep Gg 0} pajewnsa aq Aew JeaA | Jano Aoeows
‘pouiad Juswissasse 3}eam-g sy} BuLnp se suonipuod Jejiwis Buiunssy “ejep asay) Jo joedwi punos
Jeak ay) puejsiapun 0} }salajul Jo S| )l ‘aseasip [eluualad e si ABiajie NaH 20uUIS *(€) ewy ueadoing
[eyonid ay ul usss os|e sem sAep Yy pjiw Jo Ayjiqeqold paseaioul pue SAep UOIeqISdEXD HY JO
Ayigeqoud pesesiosp jo useped swes ayl (£00°0=d :[6v'Z ‘1.2 L] 1D %G6 ‘€2 L=40) WAH-OS Z}
UM %€ 81 pue 0qaoe(d 1o} %0'GE Sem Aep siull pliw e 1o} Ayjiqeqoud pajewnse ay L (g ainbl)
pouad juswissesse Aoeole syeem g au Jan0 (L00'0>d 890 #£0] 1D %36 ‘87'0=10) NAH

DS T UM %/ ) pue 0gae(d Jo} %t '€Z Sem UONeqIsoeXa siuIL & Joj Ajliqeqold pajewnss ay |

sjinsoy

(1 a1nb1)
pouad juswieal; 8y} Jo Syeam g Jse| 8y} Bulnp painseaw sem Aoeoly "siojebnsanu] ay Aq
pajoallp se uaye) aq o) syualjied 0} papiAcid S19Mm SUOIEDIPAW BNJSaY ‘[el} dU} JO SHaam Z|

1se| 8y} Buunp uiebe pue aujjaseg ay) Bunp Buiuiow ayy ul AJeip-a ue U] $2109s woldwAs
BWY)ISE pPUE ‘siIIAIOUN[UOD ‘SiUIY) pJ0dal 0} palinbal alam syuaied (sieah g|Lz/g|>) abe
pue (ou/sak) sniejs ewyise Aq payiies}s sem uoljeziwopuey 's}sa) 36| pue ] 4S aAnisod

Aq pauwLyuoo sem snyejs ABiajje NQH Pue ‘BlyiSE INOYYIM 1O Y)IM ‘910w JO uolelnp Jeak |
10 siIAoUN[uooOUIYI/SHIUIYL D1BI8| e paonpul-(IN@H) 81w iSnp asnoy jo AJojsiy [eoluljo e pey
sjuaned Jeak | 0} dn ioy Ajiep aouo juswieal; ogade|d 1o WAH-OS Z) 03 (1:1) paziwopuels
yJ o1B1sjje NQH 8J9A8s-0}-aelapowl Yim sieak z|z pabe sjusned ggy|

Spoya

‘(uoniuyap Joy xoq 93s)
pajuasaud si sAep pjiw pue sAep uonequadexa shiulys Jo Jaquinu ay} Jo sisAjeue doy-jsod
‘s}Insal 9S8y} JO 80UBAS|aJ [BDIUID BY} 8J0|dXa JBYpN} 0} JapJo Ul ‘@18H (Z) 81008 SIHUIUY

pauIquIoD [EJOL Ul UORONPAI %" /] & POMOUS J8|de}-1|1S WAH DS 8Y UM (261.00LL0LON
:A0Bs|elyeolulo) [el} pajjoliuoo-ogaoe|d ‘puljg-a|gnop ‘pasiLopUB) UBOLIBWY YHON € Jo
awooyno Atewnd ay] “(g‘L) smuyd a1B1s[e NQH YNM S)USISS|0pe pue Sjnpe Ul SNoIoedlye
8¢ 0} UMOYs usaq sey (ewusd ‘MTV) 18Ider-LI1S (INAH) 8w 3snp 8snoy DS dyL

uolonpo.u|

sijIuIyJ o16.19]|e a}iw }snp asnoy 919AaS-0)-ajelapolu

ui 3319e3-L|1S INGH DS 33 JO 99ueAajal [ealul|d

26/09/2017 08.46 ‘

ACAAI 2017 abstract book.indd 5



®

Efficacy of the SQ HDM SLIT-tablet on nasal congestion symptoms;
results from 2 DBPC trials

Stephen Tilles', Jonathan Correry; Bente Riis®; Hendrik Nolte’
"University of Washington, Seattle, WA, USA; 2David Geffen School of Medicine at UCLA, Los Angeles, CA, USA, SALK, Denmark

Introduction

Nasal congestion has been reported as one of the most bothersome symptoms for patients with house dust mite
(HDM) allergy. This abstract presents the clinical efficacy on nasal congestion from 2 double-blind, randomized,
placebo-confrolled frials conducted in North America (frial A, clinicalfrials.gov: NCT01700192) and Europe (frial B,
EudraCT: 2011-002277-38).

Methods

Subjects (N=1482 in frial A, N=992 in frial B) with moderafe-to-severe HDM allergic rhinitis were freated with the SQ
HDM SLIT-tablet (ALK, Denmark) for up to 1 year. For both frials, the primary endpoint was average total combined
rhinitis score (TCRS) during the last 8 weeks of freatment with acfive compared fo placebo. As part of the TCRS,
patients were asked daily about symptoms of blocked/stuffy nose. The scoring scale went from O (no symptoms)
to 3 (severe sympftoms). Quality of life was measured with Juniper’s rhinoconjunctivitis quality of life questionnaire
(RQLQ).
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Results

In both frials, the nasal congestion score was significantly reduced in the active group (12 SQ-HDM) compared with
placebo (frial A: estimate 0.1, 95%CI [0.1; 0.2], p<0.05, relative difference 19%; frial B: 0.16, 95%CI [0.04; 0.27],
p<0.01, relafive difference 15%). The overall RQLQ score was significantly improved in active versus placebo, and
so was the blocked nose domain score (frial A: estimate: 0.30, 95%CI [0.15; 0.45], p<0.05; frial B: estimate: 0.23,
95%ClI[0.03; 0.44], p<0.05).

Conclusion

Treatment with 12 SQ-HDM reduced the patient’s probability for having rhinitis exacerbation days and increased
the probability for having mild days. These findings illustrate the clinical relevance of the SQ HDM SLIT-tablet in
adolescents and adults with moderate-to-severe HDM allergic rhinifis.
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®

Efficacy of SQ SLIT-tablets in mono- and poly-sensitized
HDM, grass, and ragweed allergic subjects

H. S. Nelson', J Kleine-Tebbe?; Hendrik Nolte®; Bente Riis®; S. Durham*, D. |. Bernstein®
"National Jewish Health, Colorado, Denver, USA, *Allergy & Asthma Center Westend, Berlin, Germany, ALK, Denmark; “Imperial College and Royal
Brompton Hospital, London, UK; *Bernstein Clinical Research Center and University of Cincinnati College of Medicine, Cincinnati, USA

Introduction

Many allergic patients are poly-sensitized and the benefits of freatment with sublingualimmunotherapy tablets
(SLIT-tablef) fargeting only one allergy have been debated. In 3 different patient cohorts we studied the effect of
freafing mono- and poly-sensifized allergic rhinitis/conjunctivitis (AR/C) subjects with SLIT-fablefs containing house
dust mite (HDM), grass, or ragweed allergens, respectively.

Methods

We performed analyses of pooled dafa from 10 DBPC SLIT-tablet AR/C frials: 2 HDM SLIT-tablef trials (N=1,762);

6 grass SLIT-fablet, 6 frials (N=2,299); and 2 ragweed SLIT-fablef trials (N=643) . Efficacy was measured by fotal
combined AR/C symptoms and medication scores (TCRS) and compared for mono-sensitized versus poly-sensitized
subjects.

Results

The majority (78%) of the included subjects were poly-sensitized. SLIT-fablef treatments were similarly effective in
improving TCRS in mono- and poly-sensitized HDM, grass or ragweed allergic subjects

Conclusions

Regardless of mono- or poly-sensifization, freatment with SLIT-tablets confaining HDM, grass, or ragweed
allergens yielded significant and similar improvements in TCRS. . The analyses support that for these 3 major
allergies, SLIT-fablet treatment will be as effective in poly-sensitized as in mono-sensitized patients.
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