
Innovative solutions for biopharma
Advance your next breakthrough to bring new  
therapies to the right patients, faster.



Let’s develop therapies  
that change lives
Blaze new trails.
Discover new insights that unlock new answers.

Move with urgency.
Persevere across a development journey that transforms your 
idea into a reality.

Break through.
Advance with a scientific team committed to your pursuit of the 
next novel drug, biologic or precision medicine.

Propel what’s possible
Trusted Partnership
Navigate the inherent complexity and risk of development and 
commercialization—enabled by a strategic collaboration dedicated to your 
urgency, mission and vision.

Expedited Development
Achieve speed and efficiency across every phase of development—propelled 
by deep scientific and operational experience, advanced technology, and lab 
testing capacity around the world.

Actionable Insights
Make clear, confident decisions—armed with quality data and insightful expert 
analysis, steeped in rigorous standards for compliance, privacy and security.

“It’s a program  
of passion. Patients  
are waiting for a  
breakthrough.  
And we may only  
get one shot.”
– Biotech executive

2,000+
biopharmaceutical
companies choose 
to develop their 
novel drug with 
Labcorp every year.



SPONSOR'S NEW 
THERAPEUTIC REACHES 

RIGHT PATIENTS

SPONSOR'S NOVEL
THERAPEUTIC 

CANDIDATE

COMMERCIALIZATION

RWE & PATIENT 
DATA ANALYTICS

Understand complete patient and HCP 
journey with de-identified Dx lab data

Respond to on-market drug recalls or 
adverse events with testing and data

Reach patients and HCPs with therapy 
information at the point of care

Increase access for the right patients 
to enable improved patient outcomes 

SPONSORED
TESTING & CDX

Track long-term safety and e�icacy 
e�ects of therapy on patients

LONG-TERM 
FOLLOW-UP

Monitor quality and consistency of drug 
production with lot release testing

CHEMISTRY 
MANUFACTURING 
& CONTROLS

RECALL & SAFETY 
ALERT SUPPORT

LABCORP TV

DATA INSIGHT

CLINICAL TRIAL SUPPORT

Optimize trial design, enrollment, 
site selection and patient access

Confirm safety and e�icacy of therapy 
during trials and retrospectively

Ensure e�icient and reliable trials 
with program management and 
digital tools 

Di�erentiate drug e�ects, identify 
right patients and monitor e�icacy

BIOMARKER & CDX 
DEVELOPMENT

Determine exposure level and 
immune response in patients

BIOANALYTICAL
(CLINICAL)

Ensure quality and process consistency 
during drug manufacture

CHEMISTRY 
MANUFACTURING 
& CONTROLS

TRIAL TESTING 
& PLANNING

TRIAL DELIVERY 
SUPPORT

NONCLINICAL

DISCOVERY Identify, optimize and select lead 
candidate(s) with most potential

Assess exposure level and anti-drug 
immune response in nonclinical models

BIOANALYTICAL 
(NONCLINICAL)

Determine chronic, reproductive, drug 
interaction and environmental impacts 

LATE-STAGE 
NONCLINICAL

Gain scientific, project management, and 
regulatory advice and guidance

CONSULTING & 
REGULATORY

Assess drug candidate safety and define 
safe clinical starting dose

SAFETY 
ASSESSMENT

Determine absorption, distribution, 
metabolism, excretion and PK of drug 

DMPK

*Central Laboratory Data, 2019-2023.

Harness critical answers during clinical trial testing. Enable patient access to new therapies, faster.Fast-forward through nonclinical development.

10k+  
nonclinical studies 

135+  
IND/CTA programs 

annually

Supported 84% 
of all drugs 

approved by the 
FDA in 2023

We’re on a mission. Yours.
Drug development is increasingly complex. We can help you streamline and accelerate  

the process by providing access to the right experience, lab capabilities, science and data. 
 

Wherever you are in your journey, Labcorp offers innovations to advance your endeavor  
from discovery to commercialization. Our continuous investment in science, technology  

and global lab operations means you can get the actionable insights you need  
to confidently advance your programs.

1.6M  
patient results*

5,000+ protocols*

100+ countries*
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Together, let’s break through.
Get started at labcorp.com/biopharma/breakthrough

“Working in collaboration with Labcorp we can solve  
the biggest questions which will lead to the development 

of the next blockbuster drug candidate.”

– Top pharma executive

labcorp.com/biopharma/breakthrough


Advance your program with actionable insights from a trusted partner.
Expedite Your Drug Development Journey Together, let’s

break through.

Phase IIa – PoP/PoCPhase I - First in Human Phase IIb – Dose Confirmatory Phase III – Registrational Studies Phase IIIb – Peri-Approval Studies
~6-12 years depending on regulatory designation

FIH Study Design
(Clinical Specialists 
generate as part of 

IND submission 
package)

Tox (Chronic Tox Studies)
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FIH study 
design 
MABEL
/NOAEL

FIH study 
design

(clinical specialists 
generate as part of 

IND submission 
package)

Sub-chronic/chronic toxicology (as required)

Environmental risk assessments for drug

Toxicology
(e.g., general and specialty)

Additional assessments may be required for biologics and other advanced therapies

Carcinogenicity

Developmental & reproductive toxicology (DART: e.g., EFD, PPN, FEED)Exploratory toxicology 
study (dose tolerance)

Metabolism (e.g., formulation, definitive 
PK, modeling, Met ID) Metabolism (e.g., drug interaction, in vivo Met ID, clinical modeling, ADME, hAME)

BLA/
NDA/MAA 

Submission

Phase IIa – PoP/PoC Phase IIb – Dose Confirmatory Phase III – Registrational Studies Phase IIIb – Peri-Approval Studies Post-Market
~6-12 years depending on regulatory designation~6-12 months

Phase I - First in HumanDiscovery Preclinical

TPP 
Development

Candidate 
Selection

Pre-IND 
Meeting

IND/CTA 
Submitted

Target 
binding 
assays

Species 
selection 
(pharmacology/

toxicology)

Pharmacology

Final species 
selection

Toxicology dose
stability analysis

Toxicology dose 
analysisIn vitro In vivo

Immunotoxicology 

Exploratory tissue 
cross-reactivity

Protocol 
develop-

ment

IND/CTA 
preparation

Safety pharmacology 
(can be run as part of 

toxicology)

Immunotoxicology
(can be run as part of 

toxicology)

Definitive tissue 
cross-reactivity

Learn more at 
labcorp.com/biopharma/breakthrough

Chemistry, Manufacturing and Control — Analytics

Preliminary 
development

Regulatory/ 
analytical 
strategy

Method
 development

Qualifica-
tion (GMP)

Reagent 
development 

for CMC assays

Reference standard 
preparation & 
qualification

Write
reports General support/consultation/assay robustness assessment (GMP)

GMP release & ICH stability for key intermediates, drug substance & drug product

Integrated structural characterization support & in-process testing

Pre-validation activities/
perform support

Assay validation 
activities & reports BLA preparation & support/reports

RWD: Study protocol design, patient recruitment, site selection

Central Laboratory Services: Sample collection, storage, tracking & logistics (e.g., kits, investigator site collaboration, decentralized trials, community engagement)  

Central Laboratory Services: Sample analysis & reporting (e.g., custom assay development, referral lab management, global data combinability, integration) 

Central Laboratory Services: Safety, specialty & biomarker testing (e.g., genomics/NGS, anatomic/digital pathology, flow cytometry)

Companion diagnostic (CDx) development & validation (e.g., IVD partnerships, regulatory, reimbursement strategy)

RWE & patient data analytics

Long-term storage

Biomarker 
analysis

Reagent 
development/ 
bioanalytical 

method 
development

Reagent 
development/ 
clinical sample 

analysis

Reagent development / clinical sample analysis

Long-term follow-up testing (e.g., remote monitoring, 
digital health)

CDx commercialization (e.g., global distribution and logistics, 
launch support, sponsored testing programs)

Metabolism (e.g., in vitro and
PK screening)

Bioanalytical PKBioanalytical PK

ADA method 
development

Bioanalytical 
method 

development

Pharmaco-
kinetic (PK)/ 
pharmaco-

dynamic 
(PD) study

PK/PD analysis of samples

Immunogenicity (ADA & NAb) assessments

PK data analysis

ADA method 
validation

ADA and NAb method 
development

Post-market toxicology (e.g., safety alert, impurity, metabolite)

labcorp.com/biopharma/breakthrough



