
























































Thermo Fisher Scientific 
168 Third Avenue 

Waltham, MA 02451 
thermofisher.com 

 
March 1, 2024 
Minnesota Pollution Control Agency 
520 Lafayette Road N 
St. Paul, MN 55155 
 
RE: Request for Comments-PFAS in Products Currently Unavoidable Use Rule OAH 
Docket No. 71-9003-39667  
 
Thermo Fisher Scientific (Thermo Fisher) appreciates the opportunity to submit comments in 
response to the Minnesota Pollution Control Agency’s (MPCA) request for comments on PFAS 
in Products Currently Unavoidable Use Rule.  
 
Thermo Fisher is the world leader in serving science. Our mission is to enable our customers to 
make the world healthier, cleaner, and safer, whether our customers are accelerating life sciences 
research, solving complex analytical challenges, increasing productivity in their laboratories, 
improving patient health through diagnostics or the development and manufacture of life-changing 
therapies, we are here to support them.  
 
Thermo Fisher appreciates the opportunity to provide the following comments and applauds 
MPCA’s commitment to robust public engagement. We offer brief comments below in response. 
 
MPCA Question (1): Should criteria be defined for “essential for health, safety, or the 
functioning of society”? If so, what should those criteria be?  
 
Despite the apparent risks from the full lifecycle of continued uses of PFAS, its use at this time, 
is largely irreplaceable across products and applications within the Life Sciences, Bioproduction, 
and Laboratory sectors. The unique chemical properties conveyed by PFAS are essential in 
plastics used in every academic and clinical laboratory and in the manufacture of devices, 
diagnostic, and tools for research and development.   The equipment used in these and other 
critical sectors such as mining, chip manufacturing, and in environmental monitoring and testing 
also uniformly and unavoidably rely on PFAS starting with basic components such as 
semiconductors and capacitors, displays, wiring/cabling insulations, and batteries as well as 
tubing and connectors where aggressive chemicals are used.  In fact,  every type of analytical 
equipment used in detecting PFAS have a critical reliance on components which themselves 
contain PFAS. While not every form of electrical or electronic equipment (EEE) are reliant upon 
PFAS, specific exclusions for PFAS used in components EEE are certainly necessary to maintain 
market access to critical monitoring, control and measurement equipment as well as medical 
devices and diagnostics instruments.    
 
Given the complexities of a global supply chain with varying regulations impacting PFAS and 
other substances of concern and the unique and near existential reliance on the physical-chemical 
properties conveyed by PFAS substances, it is realistic to believe full elimination of PFAS 
throughout the global supply chain for all products will take more time that current legislation 
foresees. Therefore, a means to ensure the good functioning of society while invention, 
development, and market introduction of new chemicals advances is necessary. 
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In order to provide industry with clarity and certainty over new product development and market 
access, a means and criteria to enable a self-declaration of essentially is needed. This is already 
addressed in a limited manner in SubDivision 8 of the Rule, providing for exemptions for drugs, 
devices, and medical applications as well as for fire-fighting foams and food packaging. We 
believe this list should be expanded according to essentiality for the health, safety or the 
functioning of society and offer 3 aligned proposals according to product use and industry sector:  
 
Health 

i. Inclusion in any product which enables the manufacture of any drugs, medical devices, 
and diagnostic products (human and veterinary). 

ii. Inclusion in any product sold to support or enable research on human health or the 
environment. 

 
Safety  
iii. Inclusion in any primary packaging used to ensure safety from spills/leakage of 

aggressive or otherwise hazardous chemicals or has functional use in primary packaging 
of drugs, devices, or diagnostic products.  

iv. Inclusion in any product for analysis, testing, monitoring, or measurement relating to 
human health and environmental pollution. 

 
Functioning of Society 

v. Inclusion in  products used for academic, governmental, or industrial research. 
vi. Any product which depends on PFAS for safe operation per established standards and 

building codes. 
 
Secondarily, because the lifespan of industrial/professional monitoring, control and measurement 
equipment is intentionally designed for long-lasting and reliable performance with lifespans of 
up to 40 years, it is vital that Amara’s law be amended to enable placing spare parts onto the 
market in keeping with commonplace objectives of a circular economy. 
 
Where the regulation may require a case-by-case determination for Currently Unavoidable Use 
(CUU), the MPCA must establish criteria for:  
a)  A methodology for analysis of alternatives including hazard assessment in conjunction with 

risk management measures for control of exposure and environmental releases – 
accommodating standards for best available science and adaptation as new information 
becomes available; and 

b)  A socio-economic methodology to determine proportionate and economic feasibility for 
implementing alternatives which factors the broad value of use as well as cost to the citizens 
of Minnesota where the product is removed from the market. We also recommend that these 
determinations be time-bounded allowing for renewal to account for scientific and technical 
progress.  

  
MPCA Question (2): Should costs of PFAS alternatives be considered in the definition of 
“reasonably available”? What is a “reasonable” cost threshold?  
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A “reasonable” cost threshold is not easily defined as a single value or as a cost/benefit ratio – 
rather it is an inexact science relating to perceived value of continued use and risk of potential 
harm. Moreover, we recognize the fully realized cost of any risk reduction measures relating to 
PFAS use must be established to determine if those measures are proportionate.   
 
Ooserhius et al have estimated the cost of substitution, emission control, and remediation 
associated with 8 persistent, bioaccumulative and toxic substances.  Their data showed a high 
variation in the reported data ranging from approximately €50/kg to an extreme of €1.2M/kg and 
with PFOA and PFOS remaining the highest at €1.5K/kg and €7.7K/kg, respectively, when 
ranked to median estimates.1   However, this report did not factor-in the broader socio-economic 
impact where an alternative is not feasible,  leading to the product becoming unavailable on the 
market.   
 
The market cost of implementing an alternative PFAS will include not only the development of 
the novel chemistry, but also the cost associated with converting that novel chemistry into an 
intermediate product along with validating and recertifying the alternative into an end-use 
product.  Under a realistic scenario of no universal PFAS alternative, the socio-economic model 
turns to societal costs of a non-use scenario.  This would include costs related to plant closures or 
down-sizing as well as the broader impact to the Minnesota economy if the products would 
become unavailable.   
 
We ask the MPCA to require consideration of a comprehensive socio-economic analysis of the 
costs directly associated to implementing an alternative to PFAS as well as, alternatively, the cost 
associated with a non-use scenario where implementing an alternative is not possible or 
immediately practicable.   
 
 
MPCA Question (3): Should unique considerations be made for small businesses with regards 
to economic feasibility? 
 
No Response. 
 
 MPCA Question (4): What criteria should be used to determine the safety of potential PFAS 
alternatives?  
 
Any component recognized as: 

• Category 1A or 1B Carcinogen, Mutagen or Reproductive Toxicants 
• Substances that are Persistent, Bioaccumulative and Toxic,  

 
1 Oosterhuis F, Brouwer R, Janssen M, Verhoeven J, Luttikhuizen C. Towards a proportionality assessment 
of risk reduction measures aimed at restricting the use of persistent and bioaccumulative substances. 
Integr Environ Assess Manag. 2017 Nov;13(6):1100-1112. doi: 10.1002/ieam.1949. Epub 2017 Jun 24. 
PMID: 28548694. 



Thermo Fisher Scientific 
168 Third Avenue 

Waltham, MA 02451 
thermofisher.com 

 
• Substances which are very Persistent and very Bioaccumulative, 
• Substances which are Persistent, Mobile and Toxic 
• Substances which are very Persistent and very Mobile 
• Substances recognized as Endocrine Disruptors for human health or the environment 

should be regarded as an undesirable alternative unless there are mechanisms to manage the risk 
of used of those substances than what is afforded with PFAS (e.g., adequate hazardous waste 
incineration capacity). 

MPCA Question (5): How long should PFAS currently unavoidable use determinations be 
good for? How should the length of the currently unavoidable use determination be decided. 
Should significant changes in available information about alternatives trigger a re-
evaluation?  
 
To avoid costly and unpredictable interruptions to the market, a reasonable period must be 
afforded to each CUU determination. Furthermore, a reasonable transition time must be provided 
to allow for a petitioning for renewal or for market withdraw following denial of an applied for 
CUU determination. 
 
We recommend, particularly for professional/industrial use products which have longer design 
cycles than more traditional higher volume consumer products, that an initial CUU determination 
period of at least 12 years be granted with provisions to allow renewal applications within two 
years of the date of termination of the determination period. Where a renewal is not granted, 
there must be a further transition period of two years from renewal denial allowing for market 
withdraw. A shorter CUU determination period of seven years would be appropriate after the first 
determination. This is particularly required given the broad scope of products potentially 
impacted by the market restriction and limitations in technical resources to redesign broad 
portfolios without compromising ongoing portfolio innovation. 
 
The ability of industry to adopt to ‘significant changes’ in alternatives is highly dependent on 
factors the MCPA are unable to assess (such as a business’ ability to make critical capital 
investments to re-tool or to re-obtain regulatory approvals). Therefore, it is critical that the 
determination period be honored in full and consideration of the reasonableness of the 
alternatives be factored in any renewal petition. 
 
MPCA Question (6): How should stakeholders request to have a PFAS use be considered for 
currently unavoidable use determination by the MPCA? Conversely, could stakeholders 
request a PFAS use not be determined to be currently unavoidable? What information should 
be submitted in support of such requests? 
 
In addition to our proposal for expanding the exemption for industry sectors in SubDivision 8, 
we envision a process by which a party may submit an application for a CUU determination to 
MPCA for consideration. The application to MPCA would be constructed according to the 
provisions outlined in the eventual rule and submitted via a secure portal established by the 
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MPCA.  A further provision regarding confidential business information regarding content of the 
application would be necessary. It would be advisable that this process be publicly transparent.  
Where a sectorial use exemption is not provided under subdivision 8, the CUU application 
should contain information on an analysis of alternatives, human and environmental exposure 
scenarios, as well as broader socio-economic data regarding implementation of any possible 
alternative and the corollary non-use implications.  
 
 MPCA Question (7): In order to get a sense of what type of and how many products may seek 
a currently unavoidable uses determination, please share what uses and products you may 
submit a request for in the future and briefly why. There will be a future opportunity to 
present your full argument and supporting information for a possible currently unavoidable 
uses determination.  
 
Professional and industrial use products containing PFAS within the Life Sciences, 
Bioproduction, and professional/industrial monitoring, control and measurement equipment 
sectors as well as professional and industrial use stationary refrigeration equipment are low-
volume/high-mix as compared to portfolios intended for consumer markets (e.g. domestic 
appliances) are high-volume/low-mix. As a result, the actual number of impacted products would 
be high – though containing a very small fraction of the PFAS currently emitted into the 
environment. 
Non-inclusive list of impacted products: 

• Electrical and electronic equipment used in laboratories and industrial facilities 
• Environmental monitoring and test equipment 
• Filtration devices used in manufacturing and bioproduction 
• Laboratory apparatus (e.g., Fluorinated plastics) 
• Laboratory consumables (e.g., pipete tips, fluorinated containers, semi-rigid tubing, etc.) 
• Packaging of high purity chemicals, reagents and standards used in manufacture of drugs 

and devices as well as for sensitive laboratory applications. 
 

MPCA Question (8): Should MPCA make some initial currently unavoidable use 
determinations as part of this rulemaking using the proposed criteria? 
 
We believe MPCA should make an affirmative initial CUU determination for the sectorial uses 
described as points i-vi in response to Q1. 
 
MPCA Question (9): Other questions or comments relating to defining currently unavoidable 
use criteria and the process MPCA uses to make currently unavoidable use determination. 
 

A) Please clarify definition of “Intentionally Added” as it relates to PFAS inclusion in 
component parts of a complex article where the end-product manufacturer did not specify 
inclusion of PFAS; however, an upstream supplier did intentionally may have 
intentionally added the PFAS unknown to the downstream user of the component? 
 
Example Scenario: Party A (based in Minn) owns the functional specifications of a wire-
harness assembly which is used as a component part of a complex article (e.g., a Mass-
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Spectrometer). Party A purchases this component from Party B (based in the US) who is 
a distributor for a supplier (Party C). Party C (based in Asia) creates and owns the 
performance specifications for the insulating plastic used in co-extrusion of the wire 
(e.g., a specific frictional coefficient; however, they do not stipulate the performance must 
be enabled by PFAS Party D (based in the EU) provides the plastic resin which meets the 
frictional coefficient specification through formulating the PFAS into the resin. Would 
Party A have the obligation to file for CUU as ‘intentionally adding’ the PFAS into their 
complex article?    

 
B) How does MCPA envision communicating decisions on CUU Determination and 

renewals (if any)? 
 

C) What standard will MCPA make in determining if alternatives are or are not reasonably 
available and qualified for end applications? 
 

D) How does MCPA foresee enabling the circular economy by facilitating equipment repair 
with PFAS containing spare parts when the equipment has been placed on the market 
before any restriction set forth by this rulemaking? 

 
 
Conclusion 
Again, Thermo Fisher appreciates the chance to provide these comments in response to this 
proposed rulemaking. We welcome the opportunity to further engage with the MPCA to answer 
questions and serve as a resource. 
 
Kind Regards, 
 

 
 
 
Jeff Schatz 
Director, Product Legislation Compliance 
Thermo Fisher Scientific 
Jeff.Schatz@thermofisher.com 
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