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I N T R O D U C T I O N

Element Materials Technology provides Tailored solutions that shorten 
time to market and ensure sustainability of your pharmaceutical and 
medical device products.

Element’s E&L team offers industry-leading expertise in helping our 
customers assess the potential for leachables, developing strategies to 
evaluate risk and providing a solid risk-based set of supporting data. 

Our advanced equipment, in-depth knowledge of materials and regulations 
result in the efficient and successful completion of E&L testing programs 
for pharmaceutical packaging and manufacturing equipment. 

Element’s laboratory complies with Good Manufacturing Practice (cGMP) 
guidelines. Our scientists have been active participants in working groups 
that have developed current extractable and leachable best practices such 
as PQRI, USP Expert Panels, and BPOG. 

Our relationships are built on expertise, partnership, and trust. From 
materials assessment through toxicological evaluations, leachables 
testing and everything in between, the world’s leading healthcare brands 
trust Element to support them in establishing the safety of materials for 
patients.
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PHARMACEUTICAL PACKAGING SYSTEMS

• Orally inhaled and nasal products (OINDP)

• Parenteral and ophthalmic drug products (PODP)

• Pre-filled syringes

• Infusion bags

• Tubes (creams and ointments)

• Bottles, vials and stoppers

MANUFACTURING EQUIPMENT TRAINS - SINGLE-USE 
SYSTEMS (SUS) - BPOG WHITE PAPER

• Complete BPOG Programs

• Reactor bags

• Holding reservoirs

• Filters

• Tubing, transfer and filling lines

• Valves & connectors

DEVICES - COMBINATION OR IMPLANTABLE

• Infusion pumps

• Catheters

• Implantables and drug filled implantables

• Transdermal delivery systems

• Ocular implants

• Mesh products (implanted or dermal)

TOXICOLOGICAL RISK ASSESSMENT

• DEREK qSAR analysis

• Expert risk assessment evaluation develop safety concern 
thresholds based on acceptable daily intake or permissible daily 
exposures. 

• Study design support

E & L  P R O G R A M S
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At Element, we understand the E&L regulatory expectations for each 
type of product and work closely with you to develop the most efficient 
testing design of experiments for your product that meet the E&L best 
practices.

The following phases may apply to the various products:

• Materials Risk Assessment

• Controlled Extraction Study

• Simulation Extraction Study

• Toxicological Assessments

• Peak Identification both Primary & Secondary Structural 
Elucidation

• Method Development for Target Leachables

• Method Validation for Target Leachables

• Routine Leachables Testing

 

E&L STUDY PHASES
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CONSULTING AND TRAINING SERVICES

Element’s Subject Matter Experts (SME) can design customized 
training programs to meet your specific needs. The workshops include 
a combination of lectures and real-time on-site consulting to help 
meet regulatory best practices.

Examples of training topics are:

• Overview of extractables and leachables

• Review of the materials typically used in packaging and 
manufacturing equipment

• Key factors that impact the leaching of chemicals from polymer 
substrates

• Regulatory expectations for extractables and leachables testing

• Container Closure Systems (CCS)

• Single Use Processing Equipment

• Medical Devices - ISO 10993

• Strategies for implementing new suite of USP monographs <661> 
testing along with <1663> and <1664>

• Industry recognized “best practices for performing extractables 
and leachables testing

• Efficiently dealing with unexpected materials changes

• Implementing quality control measures to evaluate new batches 
of CCS components and single use processing equipment

• Partnering with vendors to manage the supply chain

In addition to these topics, Element’s SME can design customized 
training programs to meet your specific needs. The workshops include 
a combination of lectures and real time on-site consulting to address 
your specific training needs.
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