
Welcome to Menarini Biotech

Your IND-enabler

Fast. Flexible. On-Time. Every Time.



Who we are
❖ Established in 2003
❖ Independent legal entity, affiliated to 

Menarini Group
❖ Located in greater Rome area, Italy
❖ 80 employees
❖ Biologics Custom Services: from gene to vial.
❖ Process and Analytical Development & GMP 

Manufacture for mAbs, BsAbs, fusion 
proteins, enzymes & more.

❖ AIFA/EMA approved, FDA planned
❖ Capability and Scalability: across 6 orders of 

magnitude, max 5x step
❖ Full flexibility on Cell-line choice, incl. BSL-2

Menarini Biotech | Your IND Enabler | Company Introduction | 
2025

2



Mission and Vision

MISSION VISION

Being a reliable, innovative and agile partner
enabling you as a customer to bring life saving
biotherapeutics to patients by applying our
expertise in drug development.

From lab to production, our cutting-edge
technology accelerates processes, optimizes
yields, and ensures precision at every stage.

Our role is to bridge the gap between cutting-
edge science and scalable, sustainable products.

Invent and apply innovative technologies to
deliver scientific breakthroughs and
meaningfully contribute to finding cures for
difficult-to-treat diseases.

From pioneering research insights to
seamless clinical phase development, our
commitment to precision and innovation is
the bedrock of your biotech triumph.



Why Work with
Menarini Biotech
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• rapid transition from discovery to delivery (tech 
transfer)

• 20+ years of track record

• Customer-centric

• Partners of innovation

• Provide expertise, infrastructure, and flexibility
to bring your complex biopharmaceuticals to 
market quickly and efficiently, without 
compromising on quality.

Oncology

Cardiovascular 

Inflammation



Quality First

❖ 18 years of Successful GMP Inspection

❖ Authorised for clinical mfg. phase 1-3

❖ Authorised for QC testing of DP

❖ Support IMPD/IND filing

❖ Site documentation, Deviation and Change 

Control management to go paperless

❖ CFR 21 part 11 compliant lab software, e.g. 

Empower-LabX

❖ GAMP 5.2 compliant Electronic Validation 

Protocol

❖ Roadmap towards FDA Approval for Q4 

2026

Menarini Biotech | Your IND Enabler | Company Introduction | 
2025

5



Solid Track Record
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Current Projects include:

BsAb, 
IgG4 -based

BsAb, 
tetravalent

BsAb, 
2x harf IgG

ADC 
(MEN1309, 

OBT076)

IgG1 (e.g. 
MEN1112)

BsAb, 
BITE

FC-fusion 
protein

Fab
fragment

Single-use  technology Advanced analyticsRobotics, incl. high throughput screening 



Why Work with Menarini Biotech
Fast Timelines: From Sequence to PC Studies in <6 Months

• Expression
Vector
Construction

• Stable Host Cell 
Line 
Transfection

• Clone 
Generation and 
Selection

• RCB 
Preparation & 
Stability Studies

Upstream 
Development

• Process
parameters
screening

• Process scale up

• Process Lock

Downstream 
Development

•Downstream 
Process 
Platform

•Process 
parameters 
screening

•Process scale 
up

•Process Lock

Formulation
Development

•DoE for 
screening 
excipients
and Buffer 
Selection.

•DoE for 
Optimization
of the 
excipient and 
buffer 
concentration

•Freeze and 
Thaw
preliminary
study 

Analytical
Development

•Method 
Transfer and/or 
Verification
•Method 
Development
•Method 
Qualification
•Non GMP 
Stability studies
•Protein
Characterization
•Analytical
Comparability
Exercise

Cell Line 
Development

Menarini Biotech | Your IND Enabler | Company Introduction | 
2025

7



Execution from DNA to GMP
in <9 Months

Cell Line Development

• Cell construction

• Cloning

• Cell Bank

Process Development

• Ambr scale (15mL)

• Lab scale (2 - 50L)

• Formulation development

Tech Transfer and GMP 
Production

• 3 x 200L

• 2 x 1,000L
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Platform-based: single-use, easy to transfer and scale-up systems and technologies, pre-designed consumables, etc.



Offerings: Products and Services
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Tox run and std.
references DS

CLD 
USP and DSP dev.
Formulation dev
Dev. & qualif. of analytical methods
Non-GMP stability studies
MCB generation
Internal/ext. TT
ENG batch (200L or 1kL)
GMP stability studies
GMP mfg (200L, 1kL)
Viral clearance and safety

CB management
ENG batch (200L, 1kL
External TT
Internal TT (for scale up)
GMP mfg of DS (3x200L, 2x1kL)
GMP stability studies
Viral clearance and viral safety
studies
Method dev. and validation

ENG batch (200L, 1kL)
GMP mfg. of DS (200L, 1kL)
Ext. TT
Int. TT and scale up
GMP stability studies
Process Characterisation (USP and DSP)
Process and cleaning validation
Forced degradation studies
Transport qualification
RA and authorisation/notification



WHO WE ARE

• Small, boutique CDMO
• Fast. Agile.Flexible. Very Competitive
• Established in 2003
• Affiliated to Menarini Group
• Located in Pomezia (Rome)
• 80 employees
• Approved by AIFA/EMA for GMP Mfg

OUR OFFER

R+D (preclinical) and IND-enabling CMC 
services, from bench to clinic. Gene to vial.

OUR TARGET CUSTOMERS

Small to mid-sized biotech companies
actively engaged in development and 
manufacture (CHO and E.coli) of antibodies, 
fragments, fusion proteins,  therapeutic
proteins, enzymes

OUR TRACK RECORD

• > 20years
• (Bs)Abs, produced in hybridoma, CHO cells;
• Recomb. human cytokines produced in 

CHO;
• Recombinant enzymes (CVD, enzyme

replacement therapy, inflammmation)

WHY WORK WITH US

• Faster than your previous CDMO, yet
reliable, with no compromise on quality

• Short lead times to start project
• Family-owned: Long-term vision and 

financially stable

MADE IN ITALY

• Vibrant life science clusters, e.g. around Milan 
and Rome, see
http://www.clusterchico.eu/?lang=en#home

• Strong government support to further grow the
life science industry in Italy, see
https://www.investinitaly.gov.it/en/sectors/life-
sciences

Summary
Who we are and what we do
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