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Global Full-service CRO

Advancing
Clinical Trials

with extensive experience
across diverse indications

| 275+

Studies

| 85,000+ M

Patients Enrolled

s
3,000+ PO
Sites 2 Y A

¢ PN ey

. *’<;§d§'\c

~ SLATLTIREE 9
_ - n..H ".I#.\. -
~ <
I H A .
- ..‘.l"iisf!gig
- - JRITE gal
ll'll i~ fmmi_



Monitoring

Regional CRAs and

| Key Late Phase Capabilities
Clinical

Site & Patient

End-to-End Trial
Execution - Strategy
Study planning Country & site selection,
through to the feasibility assessment, & hybrid monitoring
final CSR patient engagement models
Biostatistics & @ Medical Imaging &
Central Lab Services
Integrated offerings

@ Data
Management Medical Writing
EDC-driven systems, Protocols, SAPs, and
compliant with global regulatory-ready
regulatory standards documentation

[E

Regulatory

Affairs

@ Safety and
@ Pharmacovigilance
Signal detection, Global submission
experience across
major health authorities

case processing, and
regulatory submissions

Experience the Lambda-Novum Advantage

Experience of 275+
Multi-centric Clinical

Trials

End-to-End
Solutions

Expert Team from
diverse streams

Rich Experience in
Complex Molecules

Global Site
Alliance Network

NDDS & Biosimilar
Expertise

Advanced Clinical Trial
Management System




Therapeutic expertise

Theraapeutic Areas Studies Patients
s Dermatology 107 42255
£ Oncology 68 5198
&>  Neuropsychiatry 21 4332
(0 Pulmonology 20 17332
A, Women's Health 15 5516
V) Musculoskeletal 15 5021
£ Gastroenterology 7 1861
Infectious Diseases 7 2156
{5 Metabolic Disorders 7 830
Ophthalmology / 177
(5 Cardiology 2 224
e General Medicine 1 369

Patient-based PK trials

e Schizophrenia

e QOvarian Cancer

» Metastatic Breast Cancer and Colorectal Cancer

« Breast Cancer, Advanced Breast Cancer, Metastatic Breast Cancer
» Solid Tumor, Advanced Solid Malignancies

» Advanced Ovarian Cancer or Metastatic Breast Cancer

» Pancreatic or Ovarian Cancer

« Chronic Refractory Immune (ldiopathic) Thrombocytopenic Purpura
« |ron Deficiency Anemia

» Rheumatoid Arthritis / Psoriasis, Knee Osteoarthritis 50+
« Acute Myeloid Leukemia in Remission Phase Studies

e Chronic Myeloid Leukemia
« Malignant Gliomas 480

» Philadelphia Chromosome Positive Chronic Myeloid Leukemia Sites
* Glioblastoma Multiforme or Anaplastic Astrocytoma 3485
» Breast Cancer or Colorectal Cancer Patients

» Moderate to Severe Atopic Dermatitis \ /




Medical imaging

Extensive Capabilities

« Panel of Board-certified Radiologists
e Centralized Reading and Reportin o
° Eahe Oncology
4

« Automated & paperless processes

e 21CFR Part 11 Compliant Digital Solutions

« Specializes in a wide range of imaging modalities: @ Musculoskeletal
OCT, FA, CFP, DXA, CT, PET scan, MRI

e MI-LP-a customized web-based global imaging
application, which enables the secure uploading,

query management, analysis, and storage of (@ Ophthalmology
images for the evaluation of clinical trial endpoints

End-to-end clinical safety & pharmacovigilance services

« Experience & expertise in major Therapeutic Areas & Products, Vaccines, Medical
Devices, Biologics & Biosimilars, Combination Products & Advanced therapy medicinal
products.

« Offices in UK (Harrow), Warsaw (Poland), India (Ahmedabad) & Canada (Toronto)
« Cost-effective, customizable, user-friendly, regulatory-compliant Safety database

e Successfully underwent 30+ regulatory Inspections of PV Functionality.

Clinical Trial Management System (CTMS) EDC - BizNet, Medidata, TrialMaster

Patient Data Management System (PDMS) Electronic Lab Notebook platform (ELN)

Interactive Web Response System (IWRS) Comprehensive Bioanalytical Solutions (BioLyte)
Clinical Trial Supply Management (IMPTrack-WHS) Laboratory Information Management System (LIMS)
Medical Imaging Software (Di-Soft) Pharmacy Supply Management (IMPTrack)
Electronic IRB (EC Approval) PV & Drug Safety Database (PvEdge)

Sample Information Management System (SIMS) Medical Information Management (PriTR)

Digital Tools Report & stat eTMF e SAS

& Realtime Monitoring Dashboards * Phoenix WinNonlin
Platforms

Quality
Security - Quality Management System (QMS) e Document Management System
Training Management System (TMS) e HRMS - SAP SuccessFactors
Secure eSignature Solution (DocStack) e Data Archival Solution (StackTrack)
Multi-factor authentication (MFA) e Firewalls
Vulnerability Assessment & Penetration Testing e Encryptions
Extended Detection and Response (XDR) » Secured VPNs

Backups/Disaster Recovery

Connect with us to explore how we can accelerate your clinical trials.
¥{ BD@lambda-cro.com
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