
Center of Excellence  
for E&L Studies

Risk-Based Study Design

Full Range of Instrumentation  
& Know-How

Extractables &  
Leachables Studies
Custom programs for multiple  
modalities that conform to the  
latest regulatory guidelines



E&L Studies are 
Not One-Size-Fits-All
Solvias offers E&L programs for multiple modalities  
that conform to the latest regulatory guidelines

Parenteral  
Products

Oral Delivery Orally Inhaled &  
Nasal Drug Products

Topical  
& Transdermal

Single-Use  
Systems

E&L data are a mandatory part of the submission package for regulatory approval
• Our team has extensive experience working  
 with the FDA and EMA regulatory agencies

• USP and BPOG guidance are followed  
 and well understood

• Our team are active participants in E&L focused  
 industry working groups: BPOG and BPSA

• No CRLs issued on over 20 years of designed work

Solivas’ E&L Studies have supported registration  
and commercialization of many well-known products

Partial list: Biosimilar production process systems, Vaccine production process systems, Fluticasone propionate,  
Salmeterol / Albuterol, Sumatriptan, Formoterol fumarate, Budesonide, Mometasone furoate, Triamcinolone  
acetonide, Azelastine HCl, Ethinyl estradiol, Morphine sulfate, Insulin, Bupivacaine, Naloxone

Experienced Subject  
Matter Experts 
Program and regulatory strategy  
tailored to your needs

Direct Access to Our Scientists  
Expert guidance throughout  
the program

Dedicated Project Managers  
for Each Study 
Proactive, transparent communication

Over 20 Years of Experience  
Hundreds of successful programs  
have been delivered

Expectations can  
and do change with  
each agency reviewer

The expected level  
of scientific rigor and  
technological capability 
has evolved and is becoming 
increasingly challenging

FDA guidance does not  
always reflect actual current 
regulatory expectations

Standard E&L packages  
are not product specific  
and may not meet  
regulatory requirements

It is the responsibility 
of the study sponsor 

to justify the  
scientific approach  

and program design

Leachables Stability, Change Management, Leachables Release 

Extractables & Leachables Program

Controlled Extraction Study

Early Phase Extractables Assessment

Simulated Leachables Extraction Study

Extraction Study:  
Evaluation & Risk Assessment

Leachables Program: Method  
Development and Validation

Product Development Process

Final  
Candidate Clinic Market

Initial Process 
Development

Non-GMP  
Production

IND 
CTA

GMP  
Production

Phase I Phase II Phase III Upscale PPQ NDA/BLA
MAA

Approval

Commercial 
GMP  

Production

Ongoing Process Verification  
& Change Management

ClinicCandidate
CMC 

Package for 
Initiation of 
Phase III

CMC  
Package for 
NDA/BLA 
MAA

A Solution for Every Risk
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Equipment & Infrastructure
Solvias has invested in the latest LC/GC-MS technology including HRAM instruments to allow  
reliable identification and quantification of E&L, ensuring successful regulatory outcomes

• GC/MS & GC/MS/MS

• Headspace GC/NPD  
 & GC/FID & GC/MS

• UPLC/DAD/MS & UPLC/MS/MS 

• UPLC-HRAM (Orbitrap/Q-TOF)

• GC-HRAM & Headspace  

 GC-HRAM (Orbitrap)

• Full stability storage

• Total Organic Carbon (TOC)

• Microwave extraction oven

• Reflux Apparatus 

• Soxhlet Apparatus

• Autoclave

• Orbital Rotation Incubators

• High Speed Mill

• Hydraulic Press

Solvias: Canton, MA Facility
• 30 minutes SW of Boston, MA

• Formerly Chemic Laboratories, LLC

• Track record and long-standing  reputation as a center  
 of excellence for extractables & leachables studies

• 22,500 sq.ft. facility

• 50 employees

• 9 FDA inspections (most recent Dec’22 – no findings)

• Controlled substance license for schedules 1–5 

• Multiple DEA inspections

• Host ~ 20 client audits annually

Solvias Group
• CRO/CDMO

• Founded in 1999

• 800+ employees

• 5 Locations worldwide
Canton, MA
USA

Utrecht
Netherlands

Hombourg
France

Basel
Switzerland

Kaiseraugst (HQ)
Switzerland

www.solvias.com

