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Study Details Tab

Study Overview

Brief Summary

This will be a randomized, double blind, three-arm, single dose, parallel group, PK, PD and safety and
immunogenicity study in healthy, adult, subjects.

H Feedback

Total 306 healthy, adult, eligible human subjects (102 in each treatment arm) will be enrolled in the

study with their consent. Required *standby subjects will also be enrolled to ensure that 306 subjects
are dosed in the study.
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The study will be conducted in cohorts; all the study procedures will be identical as mentioned in the
protocol for all the cohorts.

Detailed Description

This will be a randomized, double blind, three-arm, single dose, parallel group, PK, PD and safety and
immunogenicity study in healthy, adult, subjects.

The study objectives will be to compare the pharmacokinetics (PK), pharmacodynamics (PD) and to
evaluate safety and immunogenicity of the Test product Vs. US-LICENSED XOLAIR and Test product Vs.
EU-APPROVED XOLAIR following single subcutaneous dose in healthy adult subjects.

For the purpose of this study the following eligibility assessments will be carried out before enrollment
/ during the study of any volunteer in the study.

Assessment criteria should be fulfilled for volunteers to be enrolled in the study. The screening will be
carried out only after taking written informed consent from volunteers. Once the subject becomes
eligible, will get randomized to receive either ADL-018, US-licensed XOLAIR or EU approved XOLAIR as
per the randomization schedule. This will be parallel design so will have only one study period. After
dosing, all subjects will go for serial PK sampling as defined in the study protocol. All subjects will be
monitored on safety grounds as mentioned in the study protocol.

Official Title

A Randomized, Double Blind, Three-arm, Parallel Group, Single Dose Comparative PK, PD, Safety and
Immunogenicity Study Comparing ADL-018 With US-licensed XOLAIR and EU-Approved XOLAIR in
Healthy Adult Subjects

Conditions @

Healthy

Intervention/Treatment @

o Biological: ADL-018
« Biological: US-licensed XOLAIR
« Biological: EU-Approved XOLAIR

Other Study ID Numbers @

« OMA/2019/1692
e CTRI/2022/06/043399 ( Other Identifier ) (OTHER: CTRI)
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Study Start (Actual) @

2022-07-07

Primary Completion (Actual) @

2023-02-21

Study Completion (Actual) @

2023-06-30

Enroliment (Actual) @

306

Study Type @

Interventional

Phase @

Phase 1

Resource links provided by the National Library of Medicine

FDA Drug_and Device Resources (https://clinicaltrials.gov/fda-links)

Contacts and Locations

This section provides contact details for people who can answer questions about joining this study, and
information on where this study is taking place.

To learn more, please see the Contacts and Locations section in How to Read a Study

Record (https://clinicaltrials.gov/study-basics/how-to-read-study-record#contacts-and-locations).

This study has 2 locations

India

Gujarat Locations

Ahmedabad, Gujarat, India, 380052
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Registered BABE centre

Mahesana, Gujarat, India, 384435
Registered BABE Centre

Participation Criteria
Researchers look for people who fit a certain description, called eligibility criteria. Some examples of

these criteria are a person's general health condition or prior treatments.

For general information about clinical research, read Learn About
Studies (https://clinicaltrials.gov/study-basics/learn-about-studies).

https://clinicaltrials.gov/study/NCT054131617?spons=kashiv&view Type=Table&rank=9 4/12
Genentech Exhibit 2008
Amneal v. Genentech
IPR2026-00260, Page 4 of 12


https://clinicaltrials.gov/study-basics/learn-about-studies
https://clinicaltrials.gov/study-basics/learn-about-studies
https://clinicaltrials.gov/study-basics/learn-about-studies
https://clinicaltrials.gov/study-basics/learn-about-studies
https://clinicaltrials.gov/study-basics/learn-about-studies
https://clinicaltrials.gov/study-basics/learn-about-studies

8/3/26, 4:59 AM Study Details | NCT05413161 | To Compare the PK, PD, Safety & Immunogenicity of ADL-018 in Healthy Subjects | ClinicalTrials.gov
Eligibility Criteria
Description

Inclusion Criteria:

« Male or female, non-smoker (no use of tobacco or nicotine products within 3 months prior
to dosing), 18 - 65 years of age (inclusive), with body mass index (BMI) = 19 and = 26
kg/m2, and body weight not < 45 kg or > 90 kg at the time of screening.

» Subject should be having serum IgE < 100 IU/ml at the time of screening,

» Healthy as defined by:

o The absence of clinically significant (in the opinion of the Pl/designee) iliness or
surgery within 4 weeks prior to dosing.

o The absence of febrile (defined by a documented body temperature of 101.5 °F or
greater) or infectious illness within 1 week prior to dosing.

« Have a normal 12-lead ECG or one with abnormality considered clinically insignificant.

« Have a normal chest X-ray (P. A. view).

« Have acceptable range of Sp02 concentration (95 % - 100%)

» Females of childbearing potential must be willing to use acceptable contraceptive methods
throughout the study, and for 30 days thereafter.

» Females of non-childbearing potential must have undergone sterilization procedures, at
least 6 months prior to the first dose or be postmenopausal with amenorrhea for at least 1
year prior to the first dose and follicle-stimulating hormone (FSH) serum levels consistent
with postmenopausal status during screening.

» Capable of providing written informed consent.

« Male subjects willing to follow approved birth control method for the duration of the study,
and for 30 days thereafter, such as (a double barrier method) vasectomy, condom with
spermicide, condom with diaphragm or abstinence, subject should also not donate sperm
during this time.

Exclusion Criteria:

« Participation in a clinical trial involving the administration of an investigational drug or
marketed drug within 90 days prior to initial dosing (90 days for any biologics) or
concomitant participation in an investigational study involving no drug administration.
 History of Evidence of parasitic infection.
» Routine doses of the following medications within 60 days prior to screening: oral or
parentral corticosteroids (prescription or over the counter), hydroxychloroquine,
methotrexate, cyclosporine, or cyclophosphamide.
« History of Intravenous (V) immunoglobulin G (IVIG), or plasmapheresis within 90 days prior
to screening.
» Subjects with current malignancy, history of malignancy, or currently under work-up for
suspected malignancy except non-melanoma skin cancer that has been treated or excised
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and is considered resolved.
Hypersensitivity to omalizumab or any component of the formulation.
History of anaphylactic shock.
History of being on allergy vaccine therapy
Presence of clinically significant cardiovascular, neurological, psychiatric, metabolic, or
other pathological conditions that could interfere with the interpretation of the study results
and or compromise the safety of the subjects.
Positive test for hepatitis B, hepatitis C, or HIV.
lllicit drug use as evidenced by a positive test for urine drug screen at screening or check -
in.
Positive result for urine alcohol test at screening or at check-in
Females with positive pregnancy tests at screening or check-in.
Any reason which, in the opinion of the Investigator, would prevent the subject from
participating in the study or completing follow-up activities.
vital sign abnormalities at screening.
History of significant alcohol abuse within one year prior to initial dosing or regular use of
alcohol (more than 14 units of alcohol per week) within six months prior to initial dosing.
History of drug abuse or use of illicit/illegal drugs within 1 year prior to initial dosing.
Donation of plasma within 90 days of dosing; blood donation or significant loss of blood
within 90 days of dosing.
Females who are breast-feeding or lactating.
Subjects who are on a special diet or who have self-reported a weight loss of more than 15
pounds within 1 month prior to initial dosing at Day 1.
History of any surgical or medical conditions that could have significantly altered the
absorption, distribution, metabolism or excretion of any drug.

Ages Eligible for Study @

18 Years to 65 Years (Adult, Older Adult)

Sexes Eligible for Study @

All

Accepts Healthy Volunteers @

Yes

Study Plan
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This section provides details of the study plan, including how the study is designed and what the study
is measuring.

How is the study designed?

Design Details

Primary Purpose @ : Other

Allocation @ : Randomized

Interventional Model @ : Parallel Assignment

Interventional Model Description: This will be parallel group design having single study
period

Masking @ : Triple (Participant, Investigator, Outcomes Assessor)

Masking Description: This will be double blind study. The order of receiving the Test (T) or
Reference product (R1 or R2) for each subject during the study will be based on
randomization schedule generated by SAS® version 9.4 or higher, The randomization will

be balanced. The randomization code will be kept under controlled access. The study drug
will be blinded by the CRO.
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Arms and Interventions

Participant Group/Arm
o

Experimental: ADL-018
150 mg/mL, Solution
for injection in PFS
Active Comparator: US-
Licensed XOLAIR

150 mg/mL, Solution
for injection in PFS
Active Comparator: EU-

Approved XOLAIR

150 mg/mL, Solution
for injection in PFS

Intervention/Treatment @

Biological: ADL-018

e 150 mg/mL, Solution for injection in PFS

Biological: US-licensed XOLAIR

e 150 mg/mL, Solution for injection in PFS

Biological: EU-Approved XOLAIR

e 150 mg/mL, Solution for injection in PFS

What is the study measuring?

Primary Outcome Measures i ]

Outcome
Measure

Pharmacokineti
¢ Outcome
Measures
[Cmax]

Pharmacokineti
¢ Outcome

Measure Description Time
Frame

Maximum serum concentration (Cmax) of ADL- Upto

018, EU approved Xolair, and US-licensed Xolair Day 126

in healthy subjects (ADL-018 to EU approved

Xolair, ADL-018 to US licensed Xolair, and EU-

approved Xolair to US licensed Xolair)

Area Under the concentration-time Curve from Upto

time zero to the last quantifiable concentration Day 126
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Measures
[AUCO-last]

Pharmacokineti
¢ Outcome
Measures
[AUCO-inf]

Incidence of
Adverse events
of Special
Interest [Safety]

Outcome
Measure

Pharmacokineti
¢ Outcome
Measures
[Tmax]

Pharmacokineti
¢ Outcome
Measures [t1/2]

(AUCO-last) of ADL-018, EU approved Xolair,
and US-licensed Xolair in healthy subjects
(ADL-018 to EU approved Xolair, ADL-018 to US
licensed Xolair, and EU-approved Xolair to US
licensed Xolair)

Area Under the concentration-time Curve from
time zero to infinity (AUCO-inf) of ADL-018, EU
approved Xolair, and US-licensed Xolair in
healthy subjects (ADL-018 to EU approved
Xolair, ADL-018 to US licensed Xolair, and EU-
approved Xolair to US licensed Xolair)

Adverse events of Special Interest (AESI) of
ADL-018, EU approved Xolair, and US-licensed
Xolair in healthy subjects (e.g., Allergic
reactions type 1/anaphylaxis, injection site
reactions, serum sickness/serum sickness-like
reactions, and parasitic infections)

Secondary Outcome Measures o

Measure Description

To assess Time to Cmax (Tmax) of ADL-018,
EU-approved Xolair, and US-licensed Xolair in
healthy subjects

To assess Terminal half-life (t1/2) of ADL-018,
EU-approved Xolair, and US-licensed Xolair in
healthy subjects

https://clinicaltrials.gov/study/NCT05413161?spons=kashiv&viewType=Table&rank=9

Genentech Exhibit 2008
Amneal v. Genentech
IPR2026-00260, Page 9 of 12

Upto
Day 126

Upto
Day 126

Time
Frame

Upto
Day 126

Upto
Day 126

9/12



8/3/26, 4:59 AM

Study Details | NCT05413161 | To Compare the PK, PD, Safety & Immunogenicity of ADL-018 in Healthy Subjects | ClinicalTrials.gov

Pharmacokineti To assess Apparent total body clearance Upto
¢ Outcome (CL/F) of ADL-018, EU-approved Xolair, and US- day 126
Measures licensed Xolair in healthy subjects
[Apparent total
body clearance
(CL/F)]
Pharmacokineti To assess Terminal elimination rate constant Upto
¢ Outcome (Az) of ADL-018, EU-approved Xolair, and US- day 126
Measures [Az] licensed Xolair in healthy subjects
Pharmacokineti To assess apparent volume of distribution Upto
¢ Outcome (Vz/F) of ADL-018, EU-approved Xolair, and US- day 126
Measures licensed Xolair in healthy subjects
[Vz/F]
Pharmacodyna Free IgE and total IgE levels (the sum of free Upto
mics [IgE level] and omalizumab-bound IgE) in the serum day 126
samples from subjects
ADA incidence Anti drug antibody (ADA) incidence rate of Upto
rate of ADL-018 single subcutaneous administration of ADL- day 126
018 in comparison with US-licensed XOLAIR
and EU-approved XOLAIR in healthy subjects
Collaborators and Investigators
This is where you will find people and organizations involved with this study.
Sponsor @
Kashiv BioSciences, LLC
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Study Record Dates

These dates track the progress of study record and summary results submissions to ClinicalTrials.gov.
Study records and reported results are reviewed by the National Library of Medicine (NLM) to make sure
they meet specific quality control standards before being posted on the public website.

Study Registration Dates

First Submitted @
2022-06-02

First Submitted that Met QC Criteria @
2022-06-07

First Posted @
2022-06-09

Study Record Updates

Last Update Submitted that Met QC Criteria @
2023-06-30

Last Update Posted @
2023-07-03

Last Verified @
2023-06

More Information

Terms related to this study

Keywords Provided by Kashiv BioSciences, LLC

ADL-018, XOLAIR

Plan for Individual Participant Data (IPD)

Plan to Share Individual Participant Data (IPD)?
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No
IPD Plan Description

No plan to share IPD

Drug and device information, study documents, and helpful links

Studies a U.S. FDA-Regulated Drug Product

Yes

Studies a U.S. FDA-Regulated Device Product

No
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