Expertise for biopharma

Leveraging two decades of remote radiology expenence and drawing on the expertise of
radiologists located across four continents, Image Core Lab (ICL) provides a full suite of clinical
trials imaging solutions for global biopharmaceutical companies. ICL's clients are based in the US,

Israel, Singapore and India.

cross speciality areas, Imaging technigques have a
A critical role to play throughout different phases of

drug development. Imaging can provide evidenoce
about the safety and efficacy of drugs, and aid in decision
making Conventicnal morphalogical imaging techniques
and standardised response crteria based on tumour size
measurements help define key study end-ponts. Non-invasive
imaging techniques, such as computed tomography (CT)
maqnetic resonance imaging (MRI) and fuorodecxyglucoss
positron-emission tomography (FETV/CT, can also help in
generating primary, secondany and exploratory study end-points

Value of radiology imaging biomarkers
An imaging biomarker 15 a biological charactersuc
that is detectable on an image. Imaging biomarkers

are the comerstone of modern radiclogy, and Imadging

end-paints are a critical necessity for patient salety and

understanding a drug's effectivensss

They are key 1o nml-uruém;]:iah: therapeutic decisions
and drug evaluations, which iz why thoy require advanced
multidisciplinary expertise to provide the most accurale
information possible The two main types are:

B Anatomical or functional: the [ormer refers to the
longest diameter of a legion, gize and so on, whils the:
latter concams the physiological aspects of LUMOUES in
images, and may include oxygenation levels, cellularity
i vascularity.

B Oualitative or quantitative: ‘qualitative imaging
bBiomarker' iz descriptive, while 'quantitative imaging
biomarker' refers to an objectively measured parameter,
such as the longest diameter of the nodule decreased by
bmim alter teatment, a5 compared with its size balore

Unigue imaging-related requirements
for clinical trials
Availability of advanced Imaging technologles across
geographies influences site selection, especially for
multicentre and multinational studies

A lack of high-speed intemet connections and
corresponding software can make uploading documents
and modifications in compliance with 21 CFR Part 11
difficult, thereby adversaly affecting timelines and the
quality of the research

The differences in readers used by various physicians may
also stand in the way of obtaining a comect reading and/or
evaluation/assessment. Provacy and security concems, due to
imaging systems being connected on the cloud, as well as
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Emergence of
Radiclogical Biomarker

Non-invasive imaging is increasingly crucial in drug development,

the GDPR guidelines in Europe, are important considerations.
Finally, costs to create core laboratories equippad to handle
the sophisticated imaging requirements during clinical trials
are gignificant

€& 1CL's clinical imaging
management services include
training for site personnel;

site management for imaging
protocols; quality assurance

of the captured images; quality
checks for the acquired images;
and expert reading, adjudication
and formatted reporting until the
submission of EDC. 17

Image Core Lab {ICL) has created framewoks and
invested in technology that can help address the above
challenges. 1CL's clinical imaging managemant services
include training for site personnel; site management for
imaging protocols; quality assurance of the captured
images, quality checks for the acquired images, and
expeart reading, adjudication and formatted reporting until
the submission of EDC. In additlon, ICL's investments
in robust technology and security protocols - including
a cloud-based server and CLINSpa, the company's
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proprietary web-based platform for end-to-end
management of imaging trial wotkilow - protect medical
imaging records and facilitate easy retrieval CLINSpa

ig 21 CFR and HIPAA-compliant with an FDA-approved
diagnostic in-bullt viewer that provides end-to-end
management of imaging trial workilow

Pool of experts

ICL brings the same cutstanding consistency and

professionalism that the company's parent, Teleradiology

Sohutions. is known for. The company has a large team

of radiology experts who are certified to comply with

the regulatory requirements across varlous geographies
The company s therapeutic expertise includes oncology,

musculoskeletal, central nervous system, neuro-oncology,

neuro radiclogy, cardiac and

Success stories

ICL has played a key role in the success of several clinical
trials projects. Durdng the development of Mylan-Biocon's
biceimilar for the treatment of breast cancer and stomach
cancer, ICL was involved in the clinical analysis of the
radiclogic images to detect and quantily the radiologic
respanse to the therapy using standardised imaging
protacols. Other recent successes include the companies
support in the development of a liver cirrthosis drug and a
musculoskeletal drug B
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vascular, and thoracic and e
pulmonary imaging. Uncology o Tl r. . e
trigls are currently ICL's e L
lastest-growing therapeutic i "o e
area, with over 50% ol . ,"-
engagements in cncology M S,

tnals. ICL is also expenenced
in large cancer trials with irRC
and RECIST 1.1 protocols
Fellow ship-Lrained
neuroradiologists bring in
subspeciality-level expenence
on neurodegensrative diseases —
such as Alzheimer's and
Parkinson's, demyelinating Ta Ik to us
disorders. stroke, epilepsy,
neuro-oncology and post
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Image Interpretation Challenges In Your

* Training of site personnel
« Site management for imaging protocols ;

+ Quality assurance of captured images gt
« Cueality check of acquired images i
+ Export reading

maumatic disorders

Analytical strength
The company’s strength
inn cardiac MR (CMR) image
analysis inCludes anatomic
perfusion, functional imaging
graft patency and stent
sludies, as well a5 expertise
in nuclear cardiology.

The highest level of
expertise is provided in
the evaluation of chest
radiographs and high-
resolution CT of pulmonary
disorders, including
interstitial ing disease
chronic obstructive
pulmonary disease
occupational lung diseases,
pulmonary thromboembalism
ronchopulmonary infections
and tumours.

We are Image Core Lab (ICL), a world class
pariner i global biophamnaceutical
comipan s, We provide a full suite of Clinical
Trials Imaging soluthons to our cliens based
n the: US, ksrael, Singapone and India.
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+ Adjudication

* Formatted reporting Wl the submission of EDC

* CLINSpa - Qur proprietary, web-based platform for
emnd-to-end management of imaging trial workflow
thatis 21 CFR and HIPAA compliant with FDA-approved
ciagnostic in-built viewer capabilities

HQ & Delivery Centre: US Office:

Image Core Lab Pwi. Lid, 900 Chapel 5t., Ste 620, infod@imagecorelab.com
Plot & 76, Opp Graphite India MNew Haven, CT 06510, www. imagecorelab.oom
Whitefield, Bangalore - 560048 UISA Tel: B77-295-1 705 ( Toll Frea)

India Tel: +91-B0-49261100
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