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Study Summary =

Study Title: Allergen immunotherapy Co-administered with Omalizumakb

Studw FI: Thomas Caszale

Study Type: Interwventional

Condition Studied: Seazonal allergwy to ragwesd

Erief Dezcription: A zeriez of allergy zthots may reduce symptoms of zeasonal ragweead allargies. Thiz study will determine whether taking a
drug called omalizumab (alzo known a:z Xolair) before getting the allergy shots iz more effective than allergy shotz alone or
other treatments |, such as prescription antihistamines.

Start Date: 2003-04-01

Schematic: Schematic Image [ B4 )

Detailed Description: Allergic rhinitiz affects 20 1o e ..

Ob jectives: Erimary Objective: The schematic image is graphlc

. m ] ) ) ) representation of the study.
Click here to download rmine whether omalizumab given prioe{ )

Endpaints R the study summary

Gender Included:
Subjects Mumber:
Study Summary: Download Study Summary The hyperlinks on thIS page
can be clicked for more

detailed information

Arms or Cohorts

BRM T IMmUREthe Fapy with arti-l2E omalizumab pre-treatment, ragweed RIT, omalizumab + ragweed Randomized 1:1:1:1 to 4
IT treatment g2roups
Omahzumab pre-treatment, placebo RIT, omalizumab + placebo Randomized 1:1:1:1 to 4

treatment g2roups

ARM 2 Placebo Immunotherapy with anti- IgE

Placebo omalizumab pre-treatment, ragweed RIT, placebo Randomized 1:1:1:1 to 4
ARM S Immunotherapy with placebo anti-1gE - o ERE e
omalizumab + ragweesd | T treatment groups
AR Placebo Immunotherapy with placebo Placebo omalizumab pre-treatment, placebo RIT, placebo Randomized 1:1:1:1 to 4
anti-1gE omalizumab + placebo I T treatment groups
Publications

Cazale TE, Busse Wiy, Kline Jr, Ballas ZK, Moss MH,

Omalizumab pretreatment decreazes acute The Journal of
. . . L. Townley RG, Mokhtarani d, Seyfert-dMargolis VW, sd=zare
16357596 2004 reactions atter rush immunotherapy for raguwesd- Allergy and Clinical .
. ) s &, Bateman K, Deniz 7 Immunes Talerance Metwark
induced seasonal allergic rhinitis Immunology

Sroup.
Combination treatment with omalizumab and rush The Journal of

Klunker 5, Saggar LR, Seyfert-targoliz W, azare AL
17631252 2007 immunotherapy for ragweed-induced allergic allergy and Clinical 2 =882 » 2B 2! ’ 2

Zasale TE, Durham 3R, Francis Jk

rhinitiz: Inhibition of IgE-facilitated allergen binding Immunology
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The schematic is an overview of the project indicating the subjects used, the different clinical data obtained, the samples used as well as the mechanistic assays and results.

Title: Efficacy and Safety Evaluation of Allergen Immunotherapy Co-Administered with Omalizumab, an anti-1gE Monoclonal &ntibody .
PI: Thomas B, Casale, Creighton University School of Medicine,

Primary Study Cbhjective: To examine whether omalizumab given prior to rush immunotherapy (RIT) followed by 12 weeks of dual
omalizumab and IT is more effective than RIT followed by IT alone in preventing the symptoms of ragweed-induced SAR.,

Secondary Study Objective: To examineg whether amalizumab given prior to RIT followed by 12 weeks of dual omalizumab and IT is
safe and more effective than omalizumab alone or placebo in preventing the symptoms of ragweed-induced SAR; to assess the
imrmunologic mechanisms associated with the therapies; and to assess whether clinical toleranoe has been achieved after discontinuation
of the therapies.

SUBJECTS STUDY YISITS
Ragweed Seasan
. '\ RIT Fallow-up
IT + anti-IgE I I Pretreatrnent | Maintenance IT + study drug |
Week-12  \Week-9 YWeek 1 Waak uspecimen

Placebo IT + anti-IgE ﬂ ﬁ ﬂ ﬂ ﬂ ﬂ. Collection
> 3 - -
_y.._

K A

IT + Placebo anti-IgE

Flacebo IT + Placebo arti-IgE Clinical Data Samples (preparation,
o purification, treatments)
i B
| Concomitant Medications |
Assays
. Flow Cytornetry — surface staining
. ELIZ &
All the ‘blue-colored’ texts are * trgzel PRl RLaRl
hyperlinked to Advance Search for . Apoptosis = TUNEL
detailed information . Gene Expression Profiling
* DMNA-HLA-SMP Genotype
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Inclusion Exclusion Incluzion Exclusion Criteria =]

Criteria Block Category Criterion

nclusion & pozitive skin test by prick method to ragweed pollen at Wizt -01, & pozitive skin prick test will be defined az a ragweed pallen-
induced wheal =3 mm larger in diameter than dilbent contral (measurements will be made 15-20 minutes after application),

Inclusion History of seazonal allergic rhinitiz for at least 2 years with symptoms during the ragweed pollen season requiring pharmacotherapy,

Inclusion Female participants of child bearing age must have a negative urine pregnancy test at Visit -01 and a negative urine pregnancy test
at subsequent wizits, In addition, female participants must be using a medically acceptable form of birth contral,

Incluzion  Male aor female 18 to 50 years of age,

Inclusion  Must be capable of faithfully completing the diary and of attending regularly scheduled study wisits,

Incluzion  Participants must have a bazeline zerum [2E level = 10 and < 700 (U mL.

nclusion Participants must meet pretrial eligibiity requirements for trial enrolliment (acceptable medical history, physical examination results,
normal electrocardiogram and acceptable laboratory test results),

Inclusion  Willing to avoid prohibited medications far the periods indicated in the protocal,

Incluzion Must intend to remain in the ragweed pollen area during the entire ragweed season,

Inzluzion  Able to comprehend and grant a witnessed, written informed consent prior to any study procedures,

Exclusion Documented evidence of acute or zignificant chronic sinuzitiz, az determined by the Investigator,

Exclusion Azthma (either histary of, abnormal zpirometty, [FEWT «80% predicted] or uze of asthma medications).

Chronic or intermittent uze of inhaled, oral, intra-muszcular, or intra-wenous corticosteroids; or chronic aor intermittent uze of

Exchuzi
e topical corticosteroids within 4 weeks of Yisit -01,

Chronic use of medications (g2, tricychic antidepreszantz) that would affect azzeszment of the effectiveneszz of the study

Excluzion ..
medication,

Excluzion Rhinitis medicamentoza.

History or presence of significant renal, hepatic, neurologic, cardiovascular, hematologic, metabolic, cerebrovascular, respiratory,
gaztrointestinal or ather significant medical condition including, autaimmune ar collagen wascular dizorders, aside from orzan-
specific autoimmune disease imited to the thyroid that in the Investizator?s opinion could interfere with the study or require
medical treatment that would interfere with the study.

Exclusion

Excluzion History of cancer other than bazal cell carcinoma of the skin,
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Study Demographics
and Assessments Blocks

Study Demographics

Fage 1 of 1 { ;_:' ElEIport
Demographic Statistic -
fufin Age
hidzan Age
higs Age
Gender - hlale (Count)
Gender - Female [Count)
Gender - hale (Percent of Amm))

Arrerniments

Assessments Summary

Page 1 of1 ,.E" u_] A
Fesessment Mame Reported - Tota
Participant Diary Card Fecord Fese
Participant Diary Card Record Subject!
“ital Sign= AEzess
“dtal Signs Subjects

Assessment Component List

AR
19 wears
35 wears
S0 wears
22
17
G641 %

ents

AR 2
18 wears
32 wears
49 wears
1z
28
20.00 %

Dizplaying 1 - 21 of 21

AR 3
18 wears
32 wears
43 wears
n
20
S0.00 %

AR AR 2 AR 2
66 242 Va.045 fif G0
be o] 38 37
.24 v.0e T.0G7
39 < <0

Information on the study

demographics as well as the study
assessments are indicated on this page.
These can be exported for further analysis

Page 1 of1 ::;" ElEIport

Fesessment -

Participant Diary Card Fecord
Participant Diary Card Record
Participant Diary Card Record
Participant Diary Card Record
Participant Diary Card Record
Participant Diary Card Record

E.ﬁ.ll Study Assessrents

ARk 4
18 years
34 wears
48 wears
158
i
45.00 %

M

Dizplawing 1 - <4 of 4

AR 4
G 078
a8
TADE
<

Dizplaying 1 - 16 of 16

Fesessment Component

kchy Mose Throat Severnty Score

hchy Wiatery Eyes Sewerty Scone

Hazal Congestion Sewerity Scors

Mumber of Rescue Medication Taken

Bunny Mose Score
Sneering Sewverty Score
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Concomitant
Medications Block
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study Summary
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Arieriment:

Concomitant Medications
Concomitant Medications Summary

i Page {1 ofi 4| .7::' |i|EIpl:urt Displaying 1- 2 af 2
Totals By = AR FARihd 2 AR 3 AR 4
Concomitant hedications 114 157 116 114
Subjacts 38 <40 40 40

Concomitant Medications Detal
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Adverie Events =

Adverse Events Block 4 dyerse Events Summary

Page 1 of oa [EEpen Displaying 1 - 2ot &

Totals By « AER 1 FAEM 2 AR 3 AR 4

Death Adverse Events 1] 1] o 0 |
Life Threataning Adwerse Buents 1] 1 1 i} i
fild Adwerse Ewents 314 3 296 268
hdoderate Adverse BEvents 122 127 150 114
Severs fdverse Bvents bt <l Ll it &
Subjects 34 4 40 40

L

Adverse Event Detail

Nk 1 Te

Page 1 ofd *# H 2 mEIpDI‘t m.ﬁ.ll Study Adwvarse Events Dizplaying 1- 26 of 1192
Hame Feported Sewerty - Total Count AR ARM 2 AR 2 AR 4
CARCINOMS OF LEFT BREAST Life Threatening 1 1 |
ANAPHY LAKS Life Threatening i 1 :
UTERIME FIBROIOS Severa 1 1
GASTREOENTERITIS Severa 1 1
LUBTICAR LA Sewers G 2 3 1

508 Sewrars 1 T e
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Clinical Lab Tests Block

Clinical Lab Test Panels

Fage 1 af1 ’ = |E|Ex|:n:nrt Displaying 1 - 6 of

Lab Test Panel Mame - Totals By AR AR 2 AR 2 AR 4

Hematology Lab Tests &4 267 o358 4,432 o e
Hemataolagy Biolagical Samplas 328 o] 24 A4
Hematology Subjects a4 40 40 <
Taotal IgE Biological Samplas 40 4 < <
Total IgE Subjects b 40 L] <
Tatal IgE Lab Testz 40 40 a4 4

[ 1 | Page 1otz b Ml 2 [Elegper  [Eal stody Lab Tests Displaving 1 - 25 of 37
Lab Test Panel « Lab Test
Hematalagy BANDS ~
Hematalogy BASOPHILS T
Hematalogy EQSINOPHILS 1
Hematalogy HBEWMATACRIT
Hematalogy HEMOGLOBIMN

Hematalogy LARGE UMCLASSIFED CELLS |
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Mechanistic Assay and
Documentation Blocks

Concomitant Medications Detal

Adverie Event:
Clinical Lab Test:
Mechanittic Attayr =

Mechanistic Assays

i1 4 Page 1 of 1 L .2—' [=] Vieiw Details Expu:urt Displaying 1 -2 of 2
|71 Bwp fccession « | User Def Id Exp Title Exp Type Exp hdeas Tech Hum af Exp Samples
| ExPaT2y RPCIFLOWY_ITHO19.A0 RPCIFLIOVY_ITHO19AD Cellular_Ouartification FCh 11708
| Edpaopz ELISA/DAC|_ITHD19AD fetigen Specific Antibodias Cytokine Ouartification ELISA 4376

el £

Lpoptozis Apop panel definition.xls
Clinical Casale ITMO1 %40 Protocol wé 0 pdf
ELISA_protocal Flaceholderprotocol.doc

F.1!;Ih'-J_ Surface Flow panel definition.sds




