iy RS

- ;1

= ey B : ==
= |

N e (L T R T LI O I R R e immmmecad |

o |

= — = L ==

I Petition for Rulemaking

WAC 247-500-053 — Human Remains Reduced through Alkaline
Hydrolysis
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Background

Under the Administrative Procedures Act, RCW 34.05.330, any person may petition
a state agency to adopt, repeal, or amend any rule within its authority.

Overview of the Board’s Petition Process
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The Board has the authority under RCW 43.20.050(2)(f) to adopt rules and
standards regarding human remains. Chapter 246-500 WAC establishes
standards for handling human remains.

(within 30 days)




Petitions

The petitions request that the Board:

1. Implement temporary moratoria on the:

« Use of alkaline hydrolysis to reduce human remains
and

 Discharge of alkaline hydrolysis waste effluent into
wastewater systems

* Inclusion of alkaline hydrolysis waste matter in
biosolids that are applied to soil

Commission an independent scientific review

3. Establish new regulations for alkaline
hydrolysis

4. Provide notice to local governments

N




Rationale

* Petitioners raised concerns about whether
alkaline hydrolysis denatures prions.

 Petitioners also expressed concerns about the
ability of wastewater treatment facilities to
remove remaining prions, and whether waste
matter that contains surviving prions can infect
people after being applied to soils as
biosludge.

* Petitioners cited studies from the US
Geological Survey and the University of
Wisconsin-Madison discussing how difficult it is
to denature prions and the readiness with
which prions bind to soll.




History and Background

* The Board is authorized to regulate the
handling of human remains under RCW
43.20.050(2)(f).

* Chapter 432, Laws of 2019 allowed the use of
alkaline hydrolysis to reduce human remains.

* The Board updated chapter 246-500 WAC to
address alkaline hydrolysis in 2020. The new
rule became effective in 2021.

» Two licensed facilities in Washington perform
this service (both in King County).

At least 576 of these services have been
performed in Washington since 2021.




WAC 246-500-053 — Human remains
reduced through alkaline hydrolysis

 WAC 246-500-053 requires facilities that perform
alkaline hydrolysis to have a purpose-built vessel that
either:

« Reaches at least 250°F (121.1 °C) for a minimum of 30
minutes during the reduction process;

OR

« Has been tested by a third party to ensure “the
reduction process destroys prions, and achieves
sterilization in both the water and airspace, according to
the manufacturer's specifications. The testing criteria
must include a matrix-assisted laser
desorption/ionization time of flight (MALDI-TOF) mass
spectrometry peptide sizing analysis and a six spore
log reduction or greater in the level of Bacillus spores.”




Prions and Prion Disease

 Prion proteins are found on the outer membranes
of neuron cells (neurons). Neurons transmit signals
between the brain and the rest of the body.

 Prion proteins facilitate messages between
neurons.

* Prion disease happens when prion proteins
misfold. Over time, the misfolded prions build up
and damage neurons.

* Prion diseases can be caused by genetic
Inheritance, exposure to certain spores, or
spontaneously.

* There are no known cures or treatments for prion
diseases. Care is focused on addressing a
person’s symptoms and comfort.




Prions and Prion Disease Continued

Most prion diseases have no known cause.

Examples of inherited prion diseases:
 Fatal Familial Insomnia (FFI)
« Gerstmann-Straussler-Scheinker Syndrome
(GSS)
Examples of prion disease caused by exposure
to infected matter:
* Acquired Creutzfeldt-Jakob Disease (CJD)
 Variant Creutzfeldt-Jakob Disease (vCJD)




Studies Cited In Petition

« Greenlee, et al, Short Report: Ablation of prion protein immunoreactivity by heating in saturated calcium
hydroxide, BMC Res Notes 1, 99 (2008).

» Using calcium hydroxide in alkaline hydrolysis successfully deactivated prions in animal tissue samples and
may be an alternative to rendering. Two of the authors are listed as “co-inventors of a US patent application
for the boiling-saturated-calcium-hydroxide protein-depolymerization process.”

» Hinkley, G.T., et al, Persistence of Pathogenic Prion Protein during Simulated Wastewater Treatment
Processes, Environ. Sci. Technol. 2008, 42, 14, 5254-52509.

« Examined how prions partitioned and persisted during simulated wastewater treatment processes involving
activated and mesophilic anaerobic sludge digestion.

* Found that prions can persist in biosludge.

 Murphy, R. G. L., et al, Alkaline hydrolysis of mouse-adapted scrapie for inactivation and disposal of prion-
positive material, Journal of Animal Science, Volume 87, Issue 5, May 2009, Pages 1787-1793.

» Alkaline hydrolysis successfully deactivated prions in animal tissue samples and was more successful than
rendering.

« Rao, Maria A., et al, Fate of prions in soil: Interaction of a recombinant ovine prion protein with synthetic
humic-like mineral complexes, Soil Biology and Biochemistry, Volume 39, Issue 2, 2007, Pages 493-504.

» Cites a 1991 study that found prions can persist in soils after three years.
* Found that prions bind more strongly to alkaline soils than others.




Other Related Laws

* The Funeral and Cemetery Board also regulates alkaline hydrolysis in
chapter 308-47 WAC.

« WAC 246-101-101 requires health care providers and facilities to report
Human Prion Diseases to their local health jurisdictions (LHJs) within
three business days.

« WAC 246-101-201 requires laboratories to report Human Prion
Disease to their LHJs within two business days and to submit a
specimen to the LHJ or the Department of Health within two business
days upon request.

* The Department of Ecology outlines temperature and pH requirements
for discharges into municipal sewers in WAC 173-216-060.

« The Department of Ecology regulates biosolids under chapter 173-308
WAC and sets standards for wastewater treatment.




WAC 246-500-030 Refrigeration or
embalming of human remains

(2) Funeral directors, embalmers, and others assisting in the preparation of
human remains for final disposition may delay refrigeration upon receipt or
remove human remains from refrigeration for the following activities:

(c) Cremating, reducing by alkaline hydrolysis, or burying;
(d) Reducing by natural organic reduction;

(f) As otherwise approved by the local health officer after evaluating specific
circumstances, the need to protect public health, and recognition of religious
beliefs.
(3) A funeral director, embalmer, or other person assisting in the
preparation of human remains for final disposition shall prohibit
activities otherwise allowed under subsection (2)(d) of this section if
the human remains are confirmed to have or suspected of having one
or more of the following conditions:

(a) Prion disease infection, mycobacterium tuberculosis infection, Ebola
virus disease infection;




Board Discussion and Recommendation

For discussion: Does the Board need to consider updates to
the regulations for alkaline hydrolysis?

Outside of the Board’s authority:

* Inclusion of alkaline hydrolysis waste matter in biosolids that
are applied to soill.

« Creating an independent review committee to examine the
efficacy of alkaline hydrolysis in deactivating prions using
bioassays.

Staff Recommendation: Decline the petition for rulemaking
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To request this document in an alternate format, please contact the Washington State Board of Health
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ACCESSIBILITY AND THE AMERICANS WITH DISABILITIES ACT (ADA)

« The Washington State Board of Health (Board) is committed to providing information and services that are accessible to
people with disabilities. We provide reasonable accommodations, and strive to make all our meetings, programs, and
activities accessible to all persons, regardless of ability, in accordance with all relevant state and federal laws.

« Our agency, website, and online services follow the Americans with Disabilities (ADA) standards, Section 508 of the
Rehabilitation Act of 1973, Washington State Policy 188, and Web Content Accessibility Guidelines (WCAG) 2.0, level AA.
We regularly monitor for compliance and invite our users to submit a request if they need additional assistance or would like
to notify us of issues to improve accessibility.

« We are committed to providing access to all individuals visiting our agency website, including persons with disabilities. If you
cannot access content on our website because of a disability, have questions about content accessibility or would like to
report problems accessing information on our website, please call (360) 236-4110 or email wsboh@sboh.wa.gov and
describe the following details in your message:

» The nature of the accessibility needs
« The URL (web address) of the content you would like to access
 Your contact information

We will make every effort to provide you the information requested and correct any compliance issues on our website.



https://s/BOH/Agency%20Communications/Website/ADA%20Webpage/wsboh@sboh.wa.gov
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