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Welcome to the
11th HPAPI Summit
De-Risking Highly Potent APIs & Hazardous New Modalities 

Dear HPAPI Community, 
The past two years have changed the pharma industry forever; new modalities are 
dominating pharma pipelines, drugs are increasing in potency, and the restrictions 
around product quality are tighter than ever before. 

It is integral that the HPAPI community comes together to apply expertise in ensuring 
operator safety, alongside product quality, to the future of hazardous drug production 
and fully understand this new landscape, and regulatory environment. 

Build in collaboration with industry experts, the HPAPI Summit provides end-to-
end coverage tackling; development, commercial manufacturing & tech transfer, 
occupational toxicology, industrial hygiene & EHS, across small molecules, large 
molecules, drug conjugates & ATMP, for a holistic approach to bullet-proofing your 
hazardous drug production. 

With sessions championed from the likes of Merck, Bayer, AstraZeneca, Takeda and more, 
don’t miss this opportunity to reconnect, reassess and re-enforce your risk management for 
your potent pipeline and production at the longest standing and largest global summit for high 
potent API & hazardous drugs.

I look forward to meeting you in Boston this Summer and exploring these new horizons together. 

Sincerely,

Jennifer Small 
Brand Director, Hanson Wade 

Discover Case Studies from 
AbbVie, Merck, Bayer, 

AstraZeneca & Eli Lilly:

Bullet proof your containment for high 
potent compounds focussing on OEB4 

and above

Provide much needed answers for 
data-poor molecules classification 
and engineering controls

Evaluate the latest technologies, 
single-use solutions and 

outsourcing options to drive 
capacity and mitigate risks

Ensure best-in-class 
cleaning validation and 
impurities management to 
adhere to cGMP standards 

Revamp your risk 
management 

approaches and 
SOPs
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 Technology is advancing at an 
exponential rate. We all struggle 
to keep up.  We must push past 

concerns and share successes and 
failures to collectively learn and 

implement pragmatic solutions both 
today and tomorrow 

 Nitrosamine  
Impurities reminded the entire 

pharmaceutical industry the critical 
of potential genotoxic impurities. 

The discovery of NDMA in Valsartan 
was just the beginning of a constant 

evolving challenges for all players 
in the Drug product manufacturing 

supply chain (API, Excipients, 
Packaging, finished dosage) 

 Participation  
in this meeting provides the perfect 

opportunity for professionals 
working with HPAPIs to collaborate 

– a place to share their thoughts 
and to build new, fruitful 

relationships. In the ever-evolving 
pharmaceutical industry, some of 

the most innovative discoveries and 
ideas are born out of transparent 

communication 

 Put simply, there is always 
more to learn and we can always 

be better. I am always seeking 
the answers to the problems I did 
not know I was facing. Meetings 
such as the HPAPI Summit give 

an opportunity for the creation of 
ideas 

 Looking forward to learning 
about new developments in 
potent handling, isolation 

technologies and industry best 
practices 

John Roosa
Director of 
Engineering, MRL 
New Technology 
Development and 
Potent Containment
Merck & Co., Inc.

Naiffer Romero
Scientific Affairs Sr. 
Manager
United State 
Pharmacopeia

Elizabeth Vancza,
Associate Director, 
Occupational & 
Environmental 
Toxicology
Merck & Co., Inc.

Rose Russell
Head of EHS
MeiraGTx

Subramanya Nayak
Associate Director, 
Development 
Sciences
AbbVie

Why I’m Attending 
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Agenda at a glance

Pre-Conference 
Workshop Day

Tuesday, June 28

Workshop A:
Applying classical HPAPI
Principals to New Drug

Modalities

Workshop B:
Nitrosamine Impurities: 

Challenges in Pharmaceutical 

Workshop C:
Combatting Human Error in EHS

Conference Day One 
Wednesday, June 29

Single Nanogram & Below 
in the Future of HPAPI

Safety Stream Production Stream

Occupational 
Toxicology in 

Hazardous New 
Modalities 

CMC, Scale Up & Tech 
Transfer

Facility & Isolator Design 

Evening Reception

Conference Day Two
Thursday, June 30

Sterile Manufacturing & HPAPI Environment 

Quality Control & Risk Management 

Non-Traditional Hazardous Drugs 

 Great environment for collaborating 
and networking with industry leaders.   

Conversations with peers revealed that we 
are all in the same situation, troubleshooting 

the same issues. 

Manufacturing Manager, Merck Group

 Valuable content from 
respected presenters. 

Senior Scientist, AbbVie
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Pre-Conference Workshop Day 
Tuesday, June 28, 2022

Workshop A - 8.30 - 10.30

Applying Traditional HPAPI 
Principles to Large Molecules

• Principals of Occupational Exposure Limits (OEL) and 
derivation of Occupation Exposure Bands (OEB)

• What similarities do OELs and OEBs share with 
Biosafety Levels (BSL) more commonly applied in  
large molecules?

• When is a biologically derived drug considered 
hazardous? 

• Rising modalities in pharma pipelines and discussion 
on relative risks, including ADCs, monoclonal 
antibodies, peptides, enzymes, vaccines, 
oligonucleotide drugs 

• Adjusting containment and engineering controls      
for liquids

Workshop B - 11.00 - 13.00
Nitrosamine Impurities: Challenges in 

Pharmaceutical as an Example of a 
Rapidly Evolving Case 

• Nitrosamine impurity the constant evolving story
• Chemistry and classification (when compliance is 

the issue?) 
• Industry challenges & continue research front
• Compendial response and tools to              

overcome Nitrosamines
• What’s next from public standard point of view
• Technical challenges of ‘confirmatory testing’
• Case studies of analytical approaches 

highlighting risk
• Collaboration opportunities

Workshop C - 14.00 - 17.00

Understanding Human Error in EHS 

• Do we understand why people err? Have you 
heard managers say “Why on earth did they 
do that???” or have you uttered “Not again!” in 
despair?

• Looking through the lens of the lessons learned 
in aviation, and other sectors, Rosie Russell will 
begin to unpack the psychology of work and give 
an insight as to how errors happen.

• This highly interactive workshop will use 
examples, case studies and group work to get 
delegates thinking about why errors occur and 
how to use this knowledge to manage the impact 
of error and increase reliability in the workplace

John Roosa
Associate Director 
/ New Technology 
Development and 
Industrial Hygiene 

Lead
Merck & Co., Inc.

Michelle Hernandez
Director, Occupational 

Toxicology
Merck & Co., Inc.

Naiffer Romero
Scientific Affairs 

Sr. Manager
United State 

Pharmacopeia

Amanda 
Guiraldelli, 

Scientific Affairs 
Manager

United State 
Pharmacopeia

Rosie Russell
Head of Environmental 

Health & Safety 
Meira GTx 
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Conference Day One: Wednesday June 29, 2022
Single Nanogram & Below in the Future of HPAPI  

Robert Sussman
Managing Director
SafeBridge 
Regulatory & Life 
Sciences Group 

8.45              Welcome & Chair’s Opening Remarks

John Roosa
Director of 
Engineering, MRL 
New Technology 
Development & 
Potent Containment
Merck

9.00              Utilizing Advanced Technologies for the Ultra High Potent Facility of the Future
• Creating and Utilizing an Interactive Virtual Reality Environment
• Creating and implementing layers of protection to ensure both reduction of personnel exposure and facility migration of potent compounds
• Utilizing innovative approaches to ensure success despite global COVID compliance
• The convergence of ultra-potent and “modality agnostic” compounds

Scott Patterson
Vice President 
Pharma/ Bio 
Technical Support
ILC Dover

9.30               The Time has Come: Flexible Containment Solutions Outperform Durable Equipment
• Data driven case study on containment performance
• Risk analysis to speak to the false pretense that flexible products have more risk
• Disposal vs. Cleaning
• Modifications and repurposing capability of flexible solutions
• Total Cost of Ownership

10.00                      Panel Discussion: The Future of HPAPIs, Cost/Risk Analysis & Advanced Manufacturing 
•  As pipelines become more potent, for which indications is costly single nanogram containment cost beneficial for? Contrasting rare disease and wide-spread indications 

How can we better target drugs to efficaciously apply HPAPI’s for patient benefit?
•  How are analytical cleaning methods affected, given very low (single particle like) concentrations won’t be distributed like a gas
• How can we leverage pharma 4.0 to digitalize HPAPI manufacturing, though augmented reality, digital twins and modular mobile manufacturing 

10.30              Speed Networking and Morning Coffee Break 

Robert Sussman
Managing Director
SafeBridge Regulatory
& Life Sciences Group 

John Roosa
Director of Engineering, 
MRL New Technology 
Development & Potent 
Containment 
Merck 

Douglas Kiehl
Senior Director
Eli Lilly & Company

Rajyalakshmi Vathyam
Cleaning & Sterilization 
Sr. Validation Engineer
Takeda
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Conference Day One: Wednesday June 29, 2022

Safety Stream  Production Stream  

Hazardous New Modalities Scale Up & Tech Transfer 

11.30  Data Poor Molecules & New Modality Classification: Industry Challenge
• Personalized Medicine: Balancing Patient Safety vs Worker Safety
• Applying expertise to classify new molecules & data poor modalities 
• Adjuvants: New modality or old friend?
Michelle Hernandez, Director Occupational Toxicology, Merck & Co., Inc.

11.30  EHS Integration in Capital Projects & Tech Transfer

Olindo Lazzaro, Head, Global EHS by Design, CSL Behring

12.00  Hazard Assessment of ADCs to PDCs & Beyond – the Next Frontier
•  What are the key considerations for assessing the hazards of antibody drug conjugates 

(ADCs) and newer peptide drug conjugates (PDCs)?
•  Modern technologies – what are the newest conjugates in town? How “safe” are they, 

and what are the impacts from a Tox perspective (in patients vs. workers)?
•  Drug conjugate case study – an assessment walk-through
Elizabeth Vancza, Associate Director, Occupational & Environmental Toxicology,          
Merck & Co., Inc.

12.00  Tech Transfer & Scale-up of Potent Drug-Linkers & ADCs – Internal vs External 
Manufacturing
• Key considerations in tech transfer and cGMP scale up of potent Drug-Linkers and ADCs
• Ensuring supply chain continuity and worker safety at production sites 
• Decision process and consideration to outsource production
• Evaluating supplier’s competency and engineering controls, to ensure process and 

employee safety and product quality is maintained 
Subramanya Nayak, Associate Director, Development Sciences, AbbVie

12.30    Networking Lunch & Exhibition 

13.30  Toxicology aspects in Worker & Patient Safety – Basic concepts & regulatory 
implications
•  Understanding potency and toxicity
• Calculation of OELs and PDEs/ADEs
• Considerations & implementation
• Who should do it?
• Regulatory implications
Martin Kohan, Senior Occupational Toxicologist, AstraZeneca

13.30  Contrasting Best Case Scenario vs Real World Evidence in Scale Up & 
Outsourcing 
•  The best laid plans.. this talk will explore reactive and real-world examples of process 

scale up into GMP commercial manufacturing 
•  Common pitfalls and potential ways of combating foreseeable pain points 
•  Combined risk management to protect worker safety, prevent cross contamination, and 

ensure audit compliance 
Richard Arnett, Manager, Industrial Hygiene & Toxicology, Pharmascience 
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Conference Day One: Wednesday June 29, 2022

14.45             Afternoon Networking Break   

Next Generation Facility & Isolator Design
15.30              Ventilation and Sustainable Laboratories – An Industrial Hygiene Perspective

• Historically high general ventilation requirements in laboratories offer an opportunity for reducing environmental impact 
• Systems like ASHRAE Laboratory Ventilation Design Levels and Demand Based Control applications aid in this goal
• Case Study: A look at practical implementation, benefits, challenges

Frederic Pasche
Business Developer 
North America
Dec Group

16.15              Safe Working Space for OEB5 
• Equipment selection and facility start up for OEB5 facility 
• Mindset change for scientists moving from R&D to GMP set up 

Preeti Bharaj
BSL3 Director
Rutgers University

16.30              Facility, Containment & Project Design for a BSL3+ Facility 
• Design of BSL3 facility from architectural & biosafety point of view 
• Special considerations and containment for working with pathogens; how these can impact R&D programs 
• Important safety and environmental regulations to adhere to

16.45             Close of Day 1 Conference Program  

17.15              Evening Drinks Reception 
                       Open to all attendees, celebrate the return of face-to-face networking with over 100 of your HPAPI peers

14.00  Panel Discussion: Exposure Risk Vs Potency
• Evaluating the risk of high cytotoxicity or high potency drugs but with a low exposure risk
• With the rise of biologic drugs, and RNA based materials, how does the exposure risk 

differ from that of a small molecule?
• Should we adjust our view of ‘potency’ based on these new modalities?
Panellists include:
Martin Kohan, Senior Occupational Toxicologist, AstraZeneca
Elizabeth Vancza, Associate Director, Occupational & Environmental Toxicology, Merck & Co., Inc.
Michelle Hernandez, Director, Occupational Toxicology, Merck & Co., Inc.
Rosie Russell, Head of Environmental Health & Safety, Meira GTx

14.00  Panel Discussion: Smoothing Scale up & Tech transfer Mid Phase Development 
vs Commercial scale
• Contrasting priorities at small and large scale 
• Maximizing yield at smaller scale to support batch size, overcoming challenging logistics 

of high containment at early phases and focus on time to market
• Ensuring cGMP Quality at larger scale; how to continue to optimize              

manufacturing processes
Richard Arnett, Manager, Industrial Hygiene & Toxicology, Pharmascience
Subramanya Nayak, Associate Director, Development Sciences, AbbVie
Olindo Lazzaro, Head, Global EHS by Design, CSL Behring

14.30  A Virtual World - the future of risk assessments
• Why VRAs are important
• Areas of consideration
• Benefits of virtual assessment
Dean Calhoun, President & CEO, Affygility Solutions  

14.30  Partnering to Improve Patient Outcomes 
• From drug discovery to large scale manufacturing, how can partnering progress pipelines 

faster to expedite treatments to patients 
• Transparency in data, how clear communication on OELs and other toxicological data, as 

well as combustible dust data, can ensure a safer environment for sponsor and partner
Brian Haney, Director, Global Technical Operations, Curia (formerly AMRI)

Brian Schmidt
Global Lead, Occupational Hygiene
Takeda Pharmaceuticals 

Andrea Guytingco
EHS Business Partner
Takeda Pharmaceuticals
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Conference Day Two: Thursday June 30, 2022
Sterile Manufacturing & HPAPI Environment 

Robert Sussman
Managing Director
SafeBridge 
Regulatory & Life 
Sciences Group

9.00              Opening Remarks 

Vimal Sachdeva
Technical Officer 
(Senior GMP 
inspector)
WHO

9.05              GMP Inspection Excellence for Highly Potent API Manufacturing 
• Introduction to WHO Prequalification Programme (PQP) and inspections of pharmaceutical manufacturers for WHO PQP
• WHO Guidelines used for inspection of highly potent or hazardous substance
• Newly adopted points to consider documenting for manufacturers and inspectors on environmental aspects
• Frequent challenges for the industry; how do these challenges differ for inspection in Asia vs US?

9.35              Panel Discussion: Manufacturing Quality, Operator Safety & Regulatory Considerations in Sterile HPAPI Production 
• Is the application of negative (HPAPI) or positive (Sterile) pressure cascades most appropriate?
• Design of engineering controls for sterile production and reduced cross contamination for quality assurance
• Revisions to Annex 1 and surrounding regulatory landscape 
• Measuring product quality and operator safety in sterile HPAPI manufacturing

Youchu Wang
Ph.D, SVP API Early 
Phase Changzhou
WuXi STA

10.20              Balancing Safety and Speed to Accelerate Patients’ Access to Life-Saving Treatments
• Increasing complexity of high potency drugs and drug conjugates
• Ensuring safety and vigilance in designing facilities and training
• Case studies discussing how we strike the right balance for our partners

10.50              Speed Networking & Morning Coffee Break 

Quality Control & Risk Management 

11.50              Round Table Discussions: 
Hear from a SME, and then share your own expereince and challenges with colleagues to devise actionable next steps to implement in your organization.

Robert Sussman
Managing Director
SafeBridge Regulatory & Life 
Sciences Group

Andrea Guytingco
EHS Business Partner
Takeda Pharmaceuticals

Vimal Sachdeva
Technical Officer (Senior GMP 
inspector)
WHO

Impact of Supply Chain Challenges on Single Use vs Multi-Use Equipment 
• How supply chain challenges, cost vs risk assessments and sustainability goals are impacting pharma industry’s approach to choosing between single use or multi-use 

equipment for potent production. 
• Establishing cleaning validation projects for processes that previously leveraged single use equipment, to ensure product quality is retained in now multi-use environments
• Contrasting cleaning validation approach and challenges for large vs small molecules 
Rajyalakshmi Vathyam, Cleaning & Sterilization Sr. Validation Engineer, Takeda
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Conference Day Two: Thursday June 30, 2022

Fred Ohsiek
Senior Global 
Technical Manager
Ecolab

12.30              Cleaning Validation Risk Assessments & Setting Appropriate Cleaning Limits for HPAPI Manufacturing
• Review of regulatory guidelines and requirement on risk assessment in cleaning validation  
• Discuss risk assessment uses in cleaning validation
• Risk assessment points to consideration and case study on routine monitoring risk assessment
• Setting appropriate residue limits for equipment
• Applying practical approaches and case study on potent API manufacturing 

13.15             Networking Lunch & Exhibition 

Process Safety in Radiopharma & Gene Therapy 

Matthias Erber
Scientist External 
CMC
Bayer  

14.30              Radiopharmaceuticals – Containment and Development Considerations 
• Special handling and containment for radiopharmaceuticals development - how does this overlap with high potency handling?
• Manufacture at CMO/ In house vs onsite at hospital 
• Development & manufacturing timelines and logistics

Rosie Russell
Head of 
Environmental Health 
& Safety
Meira GTx 

15.00              Weaving EHS Culture into the Fabric of Gene Therapy R&D Environment
• What are the risks when working in gene therapy Research & Development – standard and non-standard risks, physical and psychosocial?
• Integrating an EHS program in R&D teams and upskilling scientists to be biosafety practitioners 
• Risk assessing material of unknown potency in early development and encouraging best practice at all times
• Transition into GMP mindset

15.30                  SOP Working Groups Audience Discussion: These working groups are an opportunity to share your best practices with the audience as well as to 
learn from others on their way of working

Robert Sussman
Managing Director
SafeBridge 
Regulatory & Life 
Sciences Group 

16.00              Chairs Closing Remarks 

16.30             Close of 11th HPAPI Summit 2022

Fire Safety in HPAPI Production 
• Fire extinguisher systems for toxic materials 
• Combustible dust management 

Spills & Leaks 
• With often liquid-based Biologic drugs, spill and leak hazards become more provident
• Cleaning SOPs for spills to ensure so product remains post liquid evaporation 
• Stress testing containment for leak prevention
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Partnership 
Opportunities 
Partner with the largest and longest standing highly potent 
meeting to position your organization as a reliable thought leading 
solution provider in this increasingly competitive landscape

We unite those with the buying power including heads of CMC 
and outsourcing, with the scientists and engineers on the ground 
scouting the best equipment and services to advance their       
HPAPI pipeline.

With pharma pipelines continuing to increase in potency, and the 
production hazards of new modalities are coming the light, HPAPI 
continues to be a core priority for large pharma and biotech alike. 
However, they are searching for support in many of the following areas:

  CMO/CDMO with reliable HPAPI capabilities 

   Innovative containment solutions that help with flexible HPAPI 
development and manufacturing 

   Cleanroom solutions and environmental monitoring solutions to reflect to 
reflect GMP compliance and EHS requirements

   Consulting services. With many novel high potent pipelines on the rise, 
pharma need expertise and advise to ensure the safety of their operators 

Through our bespoke partnership options, we can help you become a HPAPI 
influencer and thought leader by sharing the stage with our industry experts, and 
personal networking opportunities.

Who Joined us in 2021?

Previously Attending Companies:

CMC /  
Manufacturing – 31%

EHS/IH Tox – 25% 

R&D / Process 
Chemistry – 22%

Business 
Development – 22%

President/VP - 6%

Director - 31% 

Head - 5%

Manager - 23%

Scientist - 19%

Other - 16%

US - 77% 

EU - 18% 

Asia - 5%

Drug Developer – 55%

Generic 
Manufacturer – 13% 

Equipment & Service 
Provider – 14%

Other                        
(incl. Agbio) – 18%

Attendee 
Function

Company 
Type

Attendee 
Seniority 

Attendee 
Geo
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Hugo Billyard
Partnerships Director
E: Sponsor@hansonwade.com
T: +1 617 455 4188

2022 Partners

ILC Dover
Lead Partner  
www.ilcdover.com

Affygility Solutions
Innovation Partner  
www.affygility.com

Curia 
Innovation Partner  
www.curiaglobal.com

WuXi STA, a subsidiary 
of WuXi AppTec 
Expertise Partner 
 www.STApharma.com

ILC Dover is a world-leader in the 
innovative design and production 
of engineered flexible protective 
solutions.

Based in Frederica, Delaware, we 
serve the pharmaceutical industry 
with single-use flexible powder 
solutions that facilitate safe and 
reliable performance and productivity 
in the lab. CMOs and CDMOs 
choose our solutions for powder 
transfers and containment over 
rigid stainless-steel systems, for the 
significant advantages they bring to 
chemical synthesis of HPAPI and OSD 
processing for final drug products.

Affygility Solutions has provided 
environmental, health and safety 
service s to the biotechnology, 
pharmaceutical, and medical device 
industry. Their services include the 
Affytrac EHS management tool, OEL 
Fastrac instantly-downloadable 
OEL monographs, online training 
seminars, potent compound safety 
and categorization, occupational 
exposure limits, toxicology services 
and more. They provided these 
services to small, mid-size and large 
companies throughout the United 
States, Canada and Europe. All of the 
environmental, health, and safety 
professionals at Affygility Solutions 
have many years of professional 
and handson life science industry 
experience.

There’s no substitute for experience. 
Curia—formerly AMRI—is an 
end-to-end CDMO built to help 
pharmaceutical and biotech 
companies improve patients’ lives. 
We combine a flexible suite of R&D 
and manufacturing capabilities with 
industry-leading expertise to help our 
partners accelerate the journey from 
idea to impact.

WuXi STA is a global leading 
pharmaceutical CDMO providing 
for drug substance and drug 
product services for highly potent 
APIs (HPAPIs), and antibody drug 
conjugate (ADC) payloads and 
payload-linkers, with containment 
level down to an OEL limit of 0.05 μg/
m³. Equipped with R&D labs, cGMP 
HP Kilo labs, and cGMP plants our 
teams have the expertise and track 
records operating equipment under 
rigorous handling procedures for 
HPAPIs, ADC payloads and payload-
linkers for global clients.

Dec Group 
Innovation Partner  
www.dec-group.net
Cambrex is the small molecule 
company that provides drug substance, 
drug product and analytical services 
across the entire drug lifecycle. Enjoy 
working with our experts to accelerate 
your small molecule therapeutics 
into the market. With over 40 years’ 
experience and a growing team of 
over 2,100 experts servicing global 
clients from sites in North America and 
Europe, Cambrex is a trusted partner 
in branded and generic markets for API 
and dosage form development and 
manufacturing.Over 30 years Dec has 
revolutionized powder handling and 
greatly improved both security and 
productivity for companies handling 
bulk materials. Today, the group is 
a leading global provider of process 
and powder handling systems to the 
pharmaceutical, chemical, food and 
cosmetic industries. Dec provides 
standard and customized solutions in 
many areas of solids handling including 
transferring, discharging, filling, dosing, 
blending, sampling, micronizing and 
containment technology.
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2022 Partners

Cerbios
Exhibition Partner 
www.cerbios.swiss.com

GMP Engineering
Exhibition Partner  
www.gmpeng.com

Minakem
Exhibition Partner  
www.minakem.com

Cerbios is a Swiss privately held 
company specialized in the 
development and manufacturing 
of both chemical and biological 
APIs for its partners world-wide, but 
primarily in Europe, USA, Japan and 
India. Exclusive CDMO services are 
offered for the development and 
manufacturing of HPAPIs as well 
as for biological products including 
monoclonal antibodies, recombinant 
proteins, ADCs and pharma 
probiotics.Cerbios provides full CMC 
support, including the supply of 
cGMP clinical batches, registration/
validation material and commercially 
manufactured APIs.

GMP Engineering is a boutique 
process engineering consulting 
company focused on designing 
state-of-the-art integrated process 
equipment systems for laboratories, 
pilot, and production facilities with 
upstream and down-stream unit 
operations for the manufacturing of 
biopharmaceuticals and traditional 
pharmaceutical products. With 
in-house detailed engineering 
capabilities, we provide clients with 
complete solutions including detailed 
design, project management, 
construction management, 
procurement, commissioning 
& qualification, and regulatory 
compliance.

As a leading European CDMO, 
Minakem offers supporting services 
for the process development, scale-
up, commercial cGMP production and 
full life cycle management of small 
molecules APIs & HPAPIs. Our process 
optimization and technical transfer 
approach is driven by Operational 
Excellence, with a focus on quality 
every step of the way.  In successful 
long-term partnerships, we support 
pharmaceutical and biotechnological 
companies in the development 
and manufacture of innovative 
treatments of the highest quality to 
their patients globally. We have a 
proven track record in our capability 
to take projects from early stage 
through to commercial production.  
We ensure the security of supply with 
our well-established network of 3 full 
cGMP sites in France and Belgium.

Lonza 
Exhibition Partner 
www.pharma.lonza.com

Lonza Pharma & Biotech provide 
contract development and 
manufacturing services that enable 
pharma and biotech companies 
to bring medicines to patients in 
need. From the building blocks of 
life to the final drug product, our 
solutions are created to simplify your 
outsourcing experience and provide 
a reliable outcome, at the time when 
you expect it. Our extensive track 
record includes commercialization 
of pioneering therapies and 
manufacturing of a wide variety 
of biological and chemical drugs. 
We continuously invest to solve not 
just the current, but also the future 
challenges. Together, we can bring 
your next medicine to life.

Howorth 
Exhibition Partner  
www.howorthgroup.com

For 160 years the Howorth name has 
been synonymous with providing air 
filtration. Since our development of 
the Ultra Clean Ventilation system 
in the 1960’s, we have been more 
closely associated with providing 
controlled clean air for operating 
theatres. For over 25 years, we have 
also been developing a wide range 
of innovative containment solutions 
for the global pharmaceutical 
industry. These systems utilise clean 
air engineering to provide the highest 
levels of operator and process 
protection.
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2022 Partners

Trinity Consultants 
Industry Partner 
www.safebridge.com

Harris & Lee 
Environmental Sciences
Event Partner  
www.hlenv.com

SafeBridge Regulatory & Life Sciences 
Group is the premier resource to the 
pharmaceutical and biotechnology 
industry in occupational health and 
safety. SafeBridge provides the 
“Potent Compound Safety Triangle” 
of services in industrial hygiene, 
occupational toxicology, and industrial 
hygiene analytical services worldwide. 
Headquartered in Mountain View, 
California with offices in New York, NY 
and Bury St. Edmonds., UK, we have 
the capability to assist companies in 
developing the systematic approach 
to potent compound handling that 
helps speed products to market and 
reduce potential worker health effects 
from occurring. SafeBridge Regulatory 
& Life Sciences Group provides 
product safety services for prevention 
of product cross contamination 
and toxicological risk assessment 
of impurities, contaminants, and 
extractables and leachables into drug 
products.

Harris & Lee Environmental Sciences 
(HLENV) provides a full range of 
Occupational Safety, Industrial 
Hygiene and Environmental 
Compliance services.  Based in 
the San Francisco Bay Area, we 
specialize in EHS consulting to the 
biopharmaceutical industry, from 
start-ups to large pharma. Our 
expert team of Certified Industrial 
Hygienists (CIHs) and Certified Safety 
Professionals (CSPs), many having 
served within the industry prior to 
consulting, are here to help.  

HLENV is certified as a Women’s 
Business Enterprise (WBE) and a 
certified small business.

Benchmark Products
Exhibition Partner 
www.benchmarkproducts.com

Benchmark Products is a cleanroom 
distributor that specializes in 
providing high quality cGMP 
products and solutions for critical 
manufacturing environments.   
Benchmark offers ONFAB Flexible 
Isolators and SUITE Respirators that 
provide protection from OEB 3  to 
low nanogram OEL’s. We collaborate 
with clients for enhanced engineered 
Designs with cost-effective solutions. 
Benchmark provides very short lead 
times and maintains reserve inventory 
of ONFAB replenishment Kits for 
2-4 day delivery. SUITE Respirators 
are available in- stock including 
Validated Sterile options.

Sterling Pharma 
Solutions 
Exhibition Partner 
www.sterlingpharmasolutions.com

Sterling Pharma Solutions is a 
global contract development and 
manufacturing organisation (CDMO), 
with 50 years’ experience in small 
molecule API development and 
manufacturing services. In April 2021 
Sterling acquired ADC Bio, a UK based 
biotechnology company specialising 
in antibody drug conjugates and 
bioconjugation. Together, as Sterling 
Pharma Solutions, the teams have 
developed an integrated service 
offering for existing and potential 
customers, which combines ADC Bio’s 
expertise with Sterling’s high potency 
small molecule expertise. 
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*Eligibility criteria states that a “drug developer” or “pharma/ biotech participant” must have a pipeline candidate, and must not provide solutions or services for a fee to any other company. All bookings 
under the drug developer/researcher category are subject to organizer approval. Ts&Cs apply*
**Eligibility criteria states that a “technical HPAPI Professional” refers to scientists or EHS/IH professionals from a CRO, CMO, CDMO, or service provider organization. All bookings under the standard 
pricing are subject to organizer approval. Ts&Cs apply*
***Commercial providers include those belonging to organizations which partner with and provide services to drug developer / researcher organizations and in business development positions. 
For individuals attending from within sales, marketing & business development functions. All prices shown in USD.

Earn up to 23 hours’ worth of 
continuing professional development 
points to refresh your industry 
qualifications, with certificate of 
attendance available for all delegates

HPAPI 2022 Pricing 

3 Easy Ways To Book      hpapi-summit.com/take-part/register/ Tel: +1 617 455 4188Email: info@hansonwade.com  

TERMS & CONDITIONS 
Full payment is due on registration. Cancellation and Substitution Policy: Cancellations must be received in writing. If the 
cancellation is received more than 14 days before the conference attendees will receive a full credit to a future conference. 
Cancellations received 14 days or less (including the fourteenth day) prior to the conference will be liable for the full fee. A 
substitution from the same organization can be made at any time. 

Changes to Conference & Agenda: Every reasonable effort will be made to adhere to the event programme as advertised. 
However, it may be necessary to alter the advertised content, speakers, date, timing, format and/or location of the event. 
We reserve the right to amend or cancel any event at any time. Hanson Wade is not responsible for any loss or damage or 
costs incurred as a result of substitution, alteration, postponement or cancellation of an event for any reason and including 
causes beyond its control including without limitation, acts of God, natural disasters, sabotage, accident, trade or industrial 
disputes, terrorism or hostilities.tage, accident, trade or industrial disputes, terrorism or hostilities.

Data Protection: The personal information shown and/or provided by you will be held in a database. It may be used to 
keep you up to date with developments in your industry. Sometimes your details may be obtained or made available to 
third parties for marketing purposes. If you do not wish your details to be used for this purpose, please write to: Database 
Manager, Hanson Wade, Suite A, 6 Honduras Street, London EC1Y 0TH

DRUG DEVELOPER / PHARMA & 
BIOTECH DISCOUNTED PRICING* Final Price On the Door

Conference + 3 Workshops $3,146 (Save $100) $3,246

Conference + 2 Workshops $2,797 (Save $100) $2,897

Conference + 1 Workshop $2,448 (Save $100) $2,548

Conference Only $2,099 (Save $100) $2,199

STANDARD PRICING 
/ TECHNICAL HPAPI 

PROFESSIONAL**
Final Price On the Door

Conference + 3 Workshops $4,396 (Save $100) $4,496

Conference + 2 Workshops $3,897 (Save $100) $3,997

Conference + 1 Workshop $3,398 (Save $100) $3,498

Conference Only $2,899 (Save $100) $2,999

COMMERCIAL PROVIDERS / 
BUSINESS DEVELOPMENT*** Final Price On the Door

Conference + 3 Workshops $5,296 (Save $100) $5,396

Conference + 2 Workshops $4,697 (Save $100) $4,797

Conference + 1 Workshop $4,098 (Save $100) $4,198

Conference Only $3,499 (Save $100) $3,599

REGISTER WITH YOUR TEAM*:

• 3 Attendees: 10% Discount

• 4 Attendees: 15% Discount

• 5+ Attendees: 20% Discount

• With 3 days of content and tracks covering EHS, CMC, QA, 
tox, tech transfer & more, bring your team for even bigger 
discounts

• After 2 years of virtual meetings, leverage unparalleled 
in-person networking opportunities though exhibition, 
Speed networking and drink receptions.

• Split up and ensure all content is digested and brought 
back to your organization for maximum impact 

Look Forward to 3 Days OOO with Your Team!

Hyatt Regency Boston 
1 Ave de Lafayette, Boston, MA 02111, United States
www.hyatt.com

Venue 
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