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Dharti Pancholi

Speaker

Speaker
Dharti Pancholi, MS
https://www.linkedin.com/in/dhartipancholi

Founder and CEO, Omni Consulting Services LLC
Past Chair, ISPE Disposable (Single Use) Community of Practice
• 20+ years of experience primarily in Biotech-Pharma industry as consult and 
end-user

• Strategic leader with technical knowledge and business prospective
• Skilled in growing clients, teams, accounts (company business) and 
technologies

• Process Engineering, Design, CQV and project management
• Bacterial (aerobic, anaerobic) and mammalian (MDCK, CHO, Vero) cell culture 
development.

• Recombinant proteins, seasonal and pandemic vaccines, Biofuel, API, drugs
• Single-use technologies and conventional stainless-steel equipment

• Active member of ISPE
• Past Chair of the Disposables Community of Practice

• Education
• M.S. Chemical Engineering with emphasis in Biotechnology
• Undergraduate in Plastics Engineering
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Connecting Pharmaceutical Knowledge ISPE.org

Disposables/Single Use Technologies CoP Focus

The ISPE Disposables CoP provides ISPE members a venue for support among 

biopharmaceutical professionals working in the area of single-use disposables 

technologies. 

The aim of Disposables CoP is to support the growing adoption of single-use 

technology by providing recommendations for selection, validation and 

implementation of single-use technology. 

Our members include end-users, vendors, consultants, and regulators that are 

involved in the design, manufacturing, quality, validation, implementation and use of 

single-use technology in pharmaceutical processes.

Connecting Pharmaceutical Knowledge ISPE.org

Areas of work

SUT SUPPLY CHAIN RESILIENCE

- SUT supply is complex with multiple 
interactions between different 
stakeholders

- SUT supply shortages increase risk of 
medicines shortages.

- Collaboration within the industry is key

DISPOSABLES SUSTAINABILITY

- “Single-Use” brings sustainability 
concerns.

- What is the actual size of the problem?

- How is the industry dealing with the 
problem?
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Supply Chain Resilience

Connecting Pharmaceutical Knowledge ISPE.org

Supply Chains Resilience

- COVID-19 pandemic brought to the 
forth many challenges:

- Dramatic increase on lead times
- Bags’ lead time more than 40 weeks

- Shortages of key components and 
materials,

- Aseptic Connectors
- Tubing material
- Raw Materials, plastics

- Bottlenecks on sterilization capacity
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Connecting Pharmaceutical Knowledge ISPE.org

Supply Chain RoundTable Event

- Bringing together industry leaders from 
different backgrounds:

- Designers

- Suppliers

- Quality

- MSAT

- End users

- Multiple virtual tables covering a range of 
topics:

- Bottlenecks

- Change Management

- Standardization of Designs

- Standardization of Materials

- Like for like

- Multisourcing

- Supplier+End-User Relationship

Connecting Pharmaceutical Knowledge ISPE.org

Objectives at each table

 Talk about/Share successful solutions to the topic

 Identify problems and barriers experienced

 Consider potential root cause(s)

 Brainstorm potential solutions
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Connecting Pharmaceutical Knowledge ISPE.org

Path Forward Action Items
 Interested stakeholders, and industrial organizations (ISPE, BPOG, ASME 

etc.) teaming up to prioritize “SMART” goals

 Demand Planning at each stage of supply-chain

 ‘Transparent’ communication between supplier and end-users

 Optimize regional supply network

 Define equivalency status

 Streamline of change management and multi-sourcing

Single-Use and 
Sustainability
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Connecting Pharmaceutical Knowledge ISPE.org

Why we need to take 
sustainability seriously! 

Memo from leading CEOs from industry:

• Climate crisis is real
• Healthcare sector contributes ~5% of global greenhouse 

gas emissions
• Joint action by vendors as partners is needed
• We must work across the value chains
• Collaboration across sectors / boarders 

ISPE is partnering with BPOG, BPSA and 
NIIMBL to drive standardization for 
sustainability  

Connecting Pharmaceutical Knowledge ISPE.org

Sustainability Sub-team

- Focus on environmental sustainability topics for disposables/single use 
technologies

- Conducted a survey on end of life for single-use assemblies
- 41 survey respondents with global participation

- Released two blogs:
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Connecting Pharmaceutical Knowledge ISPE.org

Key findings – Blog 1

- Current status for handling single-use assemblies at end of life:

- Half of respondents’ companies have a sustainability waste goal and/or initiatives focused 
on improving waste end of life

- For disposal – ~90% of respondents use incineration or landfilling

- Functions responsible - ~65% by EHS and Manufacturing, 20% by Facilities, 42% of 
respondents indicated multiple functions

- 63% of respondents dispose without disassembly

- If they did disassemble, most common parts removed were metals, PVC, tubing and filters.

- 23% of respondents indicated their waste is non-hazardous

- 38% have a mix of non-hazardous and hazardous, with an estimated 50% being non-hazardous.

Connecting Pharmaceutical Knowledge ISPE.org

Key findings – Blog 2

- Identifying opportunities to improve end of life management of single-use 
assemblies’ disposal:

- 92% of respondents are willing to take further action in handling for better end of life options
(sorting, removing components, and decontamination)

- 64% of respondents indicated they would pay a premium price for better end-of-life 
management by the supplier of the products they purchase (5-10% more was most selected)

- If product designs were improved, 59% of respondents would consider replacing in existing 
processes

- 81% of respondents would dedicate additional resource time to support improved end of life 
options
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What’s next?

Connecting Pharmaceutical Knowledge ISPE.org

Path forward – Growth through Collaboration

• Drive for standardization across the industry through collaboration, started 
conversations with ASTM and ASME BPE:

• One and only sustainability targets across the industry, potential collaboration with 
other industries associations (BPSA, Biophorum, etc)
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Connecting Pharmaceutical Knowledge ISPE.org

Work in progress and upcoming events

- X-Rays vs. Gamma-irradiation Sterilization Webinar, 7th September

- Working towards a podcast on standardization opportunities

- Upcoming PE magazine article on Single-Use Technology Sustainability

- Providing input to ISPE Sustainability CoP

- Definition of next project on Disposables Sustainability

Connecting Pharmaceutical Knowledge ISPE.org

ISPE Disposables COP Committee

- Javier Lozano, Chair
- Addison Raine, Vice-Chair
- Chris Smalley, Secretary
- Dharti Pancholi, Former Chair
- Adam Goldstein
- Cristina Van Loy
- Pietro Perrone
- David Wolton
- Jeff Lewis
- Michele Morelli
- Charlie Zhang
- Katell Mignot
- Esmail Esketafai
- Additional members of Sustainability Sub-Team: Andrew 

Sinclair, Eric Langer, Treasa Rohrer
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