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Takeda – a global biopharmaceutical company
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Agenda

• PFAS in Pharmaceutical Manufacturing

• Takeda’s Risk Mitigation Strategy, Challenges and Digital Tools Created

• Key Takeaways
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PFAS: per- and polyfluoroalkyl substances:
Substances that contain at least one fully fluorinated 
methyl (-CF3) or methylene (-CF2-) carbon atom 
(without any H/Cl/Br/I atom attached to it).

PFAS are widely utilized across our pharmaceutical 
development, manufacturing and supply in 
materials, reagents and kits due to their inertness & 
hydrophobicity.

More than 300 fluorinated compounds have been 
launched as drugs over the last few decades and 
today about 30% of all APIs contain fluorine.

PFAS are bio-accumulative long-lasting chemicals, 
components of which break down very slowly over 
time, posing risks to human health and the 
environment.  Also known as “forever chemicals”.

PFAS Overview:  Role in Pharmaceutical Manufacturing

European Federation of Pharmaceutical Industries and Associations. (2024, March 1).
PFAS [Infographic]. EFPIA. https://www.efpia.eu/media/k24nszud/pfas-infographic.pdf

Examples of widespread impact
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https://www.efpia.eu/media/k24nszud/pfas-infographic.pdf
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European Chemicals Agency 
(ECHA) has proposed a ban on 
over 10,000 PFAS substances 
that find widespread use in 

various industries and products.

Additional agencies/regions 
likely to enact regulations 

(reporting, bans, etc.).

ECHA Proposed PFAS Ban & Takeda’s Strategy

5

PATIENT CARE AND SAFETY
Reliance on PFAS for safe manufacturing, distribution, and use of medicinal 
products underscores the importance of addressing potential disruptions 
in patient care.

REGULATORY COMPLIANCE AND REPUTATION
By engaging in a centralized cross-functional program to address the 
proposed ban, Takeda demonstrates its commitment to compliance with 
regulatory requirements and its responsibility to the environment and public 
health.

BUSINESS CONTINUITY
Potential business impact & disruption of Takeda’s operations with ban on 
PFAS is significant, as highlighted by the tight timeline and reliance of the 
pharmaceutical industry on PFAS. 

Takeda initiated a strategic, centralized, cross-functional 
program to address and mitigate risks the proposed ban.
This is crucial for Takeda for several reasons:
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Takeda’s Problem Statement and Plan
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PROBLEM STATEMENT
No centralized repository of PFAS uses 
available. 

TAKEDA INTERNAL PFAS TEAM
Assess scope of PFAS in relation to patient supply ahead of ECHA and other regulatory decisions.

• Global, centralized cross-functional program. 

• Proactive data collection, aggregation and 
presentation in a searchable database/dashboard 
to provide the landscape of PFAS uses at Takeda.  
Including commercial and development products, 
supplier and internal surveys. 

• Risk mitigation strategizing and prioritizing as a 
network and in response to regulatory decisions.

• Not limiting data collection to ECHA ban, but rather 
getting benchmarking of all Takeda PFAS use for other 
potential PFAS regulations. 

• Leverage industry collaborations for benchmarking, 
support, further publications and comments (EFPIA, 
BPOG). 

• Support responses to internal and external inquires and 
requests for data on PFAS. 

The current draft regulatory proposal leaves many PFAS uses in 
the pharmaceutical manufacturing process in scope of restriction.
Final draft regulatory proposal TBD
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Comprehensive PFAS Control Strategy

PROACTIVE REACTIVE LIFE CYCLE 
MANAGEMENT

• Conduct Data Collection / 
Benchmark Takeda’s Risk

• Create Network Dashboard

• Develop Risk-Based 
Mitigation Strategies

• Implement Risk-Based 
Mitigation Strategies 

• Monitor environmental 
regulation landscape

• Use dashboard to filter 
and prioritize in response 
to evolving legislation 

• Track incoming Supplier 
Change Notifications

• Not a snapshot; implement 
means to continually add 
new information / data 
through SharePoint 

• Evaluate incoming 
materials for PFAS

• Launch Alternates 
Workstream
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Complexity of Takeda’s Network with 25+
Manufacturing Sites North/South America, 
Europe and Asia 

Purchased parts & raw materials of 
commercial and pipeline programs

Testing and release of commercial 
and pipeline programs

Spare parts for equipment and 
utilities

Intermediates, DS and DP 
containing PFAS

CMO/CDMOs and equipment suppliers

Data Collection Scope:

Proactive: Data Collection 
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Problem Statement: 
No centralized repository of 
PFAS uses available. 

Proactive Data Collection: Localized Option
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This process would be: 
• Manual / labor-intensive 
• Repetitive (at each site)
• Time consuming / inefficient

Proactive Data Collection: Localized Option
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All chemicals and SUTs
Too large of a scope, unnecessary data 

processing and review. 

Semi-automate PFAS 
identification from DDMS

Focusing on PFAS containing 
items.  One global list. One time 

mapping of PFAS substances.  

Filter by 
Sites

Strategy to Minimize Site Efforts 

Common across sites: 
Global DDMS

After piloting this approach: Still time 
consuming, slow interface and manual 
steps required. 

Proactive Data Collection: Initial Global Solution 
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Proactive Data Collection: Improved Global Solution 
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Dashboard

1
3

Surveys: Contract Lab, 
CMO, CMDO, Equipment 
Suppliers

Internal Site Data: Eng’g 
Commercial, Pipeline, QC

Public Policy Information 

Supplier Survey: 
Top Takeda Suppliers

Data Aggregation into Searchable Dashboard
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Dashboard Utilization

PROACTIVE REACTIVE LIFE CYCLE 
MANAGEMENT

• Develop Risk-Based 
Mitigation Strategies

• Implement Risk-Based 
Mitigation Strategies

• Visualization of risk 

• Use dashboard to filter 
and prioritize in 
response to evolving 
legislation 

• Not a one-time data grab; 
implement means to 
continually add new 
information through 
SharePoint

14 Canada Gazette, Part 1, Volume 158, Number 30: SUPPLEMENT. (2024, July 27). Retrieved from Canada Gazette

https://canadagazette.gc.ca/rp-pr/p1/2024/2024-07-27/html/sup-eng.html
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Dashboard Utilization: Conceptual Demonstration

PROACTIVE REACTIVE LIFE CYCLE 
MANAGEMENT

• Develop Risk-Based 
Mitigation Strategies

• Implement Risk-Based 
Mitigation Strategies

• Visualization of risk 

• Use dashboard to filter 
and prioritize in 
response to evolving 
legislation 

• Not a one-time data grab; 
implement means to 
continually add new 
information through 
SharePoint 
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Conceptual Demonstration:  

Reporting Requirement: Canadian 
Environmental Protection Agency (CEPA).

Canada Gazette, Part 1, Volume 158, Number 30: SUPPLEMENT. (2024, July 27). Retrieved from Canada Gazette

PFAS team could use the dashboard to 
identify items to be included in the report, 
those containing certain PFAS substances, 
distributed to Canadian region 

https://canadagazette.gc.ca/rp-pr/p1/2024/2024-07-27/html/sup-eng.html
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Filter by Products shipped to 
Canada in 2023

Identify the PFAS type

If PFAS type is in scope, 
determine impacted materials.

Calculate the total weight of 
PFAS substance imported to 
Canada. (Outside of 
dashboard)

1

2

3

4
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Dashboard Utilization: Conceptual Demonstration
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PFAS Key Takeaways
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2

3
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The trend of emerging substances of concern in bio/pharmaceutical manufacturing is expected to 
continue.
Regional variations in legislation pose challenges for global corporations in assessing impact.
Takeda’s structured approach leverages digital solutions and a master database to proactively 
prepare for future legislations and create a risk visualization roadmap in a complex, dynamic 
environment.
Future opportunities: Collect material metadata upfront in a central database, combining ERP and 
DMS information, to be ready for additional emerging substances of concern.  Suppliers should 
identify substance of concern and align on data requirements. 



Questions ?
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