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The Pharmaceutical and Sharps Waste Stewardship Act ("Act") [Chapter 1004, Statutes
of 2018 (Jackson, Senate Bill 212)] expands access to proper disposal methods for
pharmaceutical and home-generated sharps waste and an education and outreach
campaign to promote proper disposal. The Department of Resources Recycling and -
Recovery in these regulations provides procedures for submittal and approval of
Stewardship Plans, as well as reporting requirements and enforcement provisions to
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UPDATED INFORMATIVE DIGEST

There have been no changes in applicable laws and effects described in the Notice of
Proposed Action. The California Integrated Waste Management Act (CIWMA), Public
Resources Code (PRC) section 40000 et. seq., gives the Department of Resources
Recycling and Recovery (CalRecycle or Department) authority to provide for the
protection of public health, safety, and the environment through waste prevention, waste
diversion, and safe waste processing and disposal. PRC section 40502 requires the
Department to adopt rules and regulations to implement the CIWMA. Additionally, PRC,
section 42031.2 requires the Department to adopt regulations for the implementation of
the Pharmaceutical and Sharps Waste Stewardship Program.

The proposed new regulations are intended to clarify the Pharmaceutical and Sharps
Waste Stewardship Act [Chapter 1004, Statutes of 2018 (Jackson, Senate Bill 212)].

Minimal changes were made to the regulation provisions stated on the Notice of
Proposed Rulemaking, specifically, this regulation covers:

1. Definitions
2. Criteria for determining a covered entity
3. Document submittals: stewardship plan, initial program budget, annual

report, and annual budget

Document approvals: stewardship plan, initial program budget, annual

report, and annual budget

Stewardship plan for covered drugs

Stewardship plan for home-generated sharps waste

Annual report for covered drugs

Annual report for home-generated sharps waste

Program budgets

Record keeping requirements

Administrative and Operational Costs and Departmental Administrative

Fee

12.  Stewardship organization audits of covered entities or authorized
collectors

13.  Distributor, Wholesaler, Pharmacy, and Retailer Product Verification

14.  Criteria to impose an administrative civil penalty

15.  Procedure for imposing administrative civil penalties

16.  Procedure for Stewardship Plan Revocation, Resubmittal, or Additional
Compliance Reporting

»
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These regulations incorporated the following documents by reference:
1. The Medicare Benefit Policy Manual, Chapter 15, Section 60.4.1.

2. The Web Content Accessibility Guidelines 2.0 (published in 2008), or a
subsequent version, published by the Web Accessibility Initiative of the
World Wide Web Consortium at a minimum Level AA success criteria.

Both of these documents were noticed as available upon request from the agency and
are reasonably available from commonly known and specified sources.
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A 45-day public comment period for the proposed draft regulations began on January 3,
2020, and written comments were accepted through February 19, 2020. On February
19, 2020, staff held a public hearing on the proposed regulations. After considering
comments received during the 45-day comment period and comments made at the
public hearing, staff revised the proposed regulations. On July 15, 2020, CalRecycle
initiated a 15-day comment period for the proposed changes, which ended on August 3,
2020. After considering comments received during the 15-day comment period, staff
revised the proposed regulations. On August 21, 2020, CalRecycle initiated a second
15-day comment period for the proposed changes, which ended on September 4, 2020.
After considering comments received during the second 15-day comment period, no
further edits to the regulatory text where made. The Final Statement of Reasons
describes the specific changes CalRecycle made to the regulatory text at each stage
and the purpose and necessity for these changes.

There have been no other changes in the laws related to the proposed action or to the
effect of the proposed regulations from the laws and effects described in the Notice of
Proposed Regulatory Action.

On September 30, 2020, Acting Director Ken Da Rosa approved staff's
recommendation to adopt the Proposed Regulations, and directed staff to forward them
to the Office of Administrative Law for review and publishing. A Notice of Exemption
was filed with the State Clearinghouse, as provided under the California Environmental
Quiality Act.
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California Environmental Protection Agency Gavin Newsom
California Governor

Jared Blumenfeld

Secretary for

“ﬂmﬂl‘-vﬂlﬂ O Environmental Protection
Department of Scott Smithline
Resources Recycling and Recovery CalRecycle Director

NOTICE OF PROPOSED RULEMAKING
Title 14: Natural Resources
Division 7: Department of Resources Recycling and Recovery

Chapter 11: Product Stewardship

Article 4. Pharmaceutical and Sharps Waste Stewardship
Program
Sections: 18972 to 18975.2

PROPOSED REGULATORY ACTION

The California Department of Resources Recycling and Recovery (CalRecycle)
proposes to adopt California Code of Regulations, Title 14, Division 7, Chapter 11,
Article 4 commencing with Section 18972. The proposed regulation is intended to clarify
processes for implementing the Pharmaceutical and Sharps Waste Stewardship Act
(referred to throughout as the “Act”) [Chapter 1004, Statutes of 2018 (Jackson, Senate
Bill 212)].

PUBLIC HEARING

A public hearing to receive public comments is scheduled for February 19, 2020. The
hearing will be held at the:

Joe Serna Jr., Cal EPA Building
Sierra Hearing Room
1001 | Street, 2nd Floor
Sacramento, CA 95814

The hearing will begin at 1:00 p.m. on February 19, 2020, and will conclude after all
testimony is given. Any person may present statements or arguments, orally or in
writing, with respect to the proposed action. CalRecycle requests that persons making
oral comments also submit a written copy of their testimony at the hearing. The hearing

1001 | Street, Sacramento, CA 95814 « P.O. Box 4025, Sacramento, CA 95812
www.CalRecycle.ca.gov  (916) 322-4027



room is wheelchair accessible. If you have any questions, please contact
pharmasharps@calrecycle.ca.gov.

WRITTEN COMMENT PERIOD

Any interested person, or his or her authorized representative, may submit to
CalRecycle written comments relevant to the proposed regulation. The written comment
period for this rulemaking closes on February 17, 2020. CalRecycle will consider only
comments received by that time. Comments may be submitted via the contact
information below. CalRecycle will also accept written comments during the public
hearing described above. Please submit your written comments to:

Jason Smyth

Materials Management and Local Assistance Division
California Department of Resources Recycling and Recovery
P.O. Box 4025

Sacramento, CA 95812-4025

Fax: (916) 319 — 7147

e-mail: pharmasharps@calrecycle.ca.gov

AUTHORITY AND REFERENCES

Public Resources Code Sections 40401, 42031.2, and 40502 provide authority for this
regulation. The purpose of the proposed actions is to implement, interpret, and make
specific the law related to pharmaceutical and sharps waste stewardship. The following
is a list of references cited in this proposed regulation: sections 42030, 42031, 42031.2,
42031.4, 42031.6, 42032, 42032.2, 42033, 42033.2, 42033.4, 42033.5, 42033.6, 42034,
42034.2, 42034.4, 42035, 42035.2, 42035.4, 42035.6, 42035.8, 42036, 42036.2 and
42036.4, Public Resources Code.

INFORMATIVE DIGEST/POLICY STATEMENT OVERVIEW
EXISTING LAWS AND REGULATIONS

The California Integrated Waste Management Act, Public Resources Code Section
40000 et. seq., gives the CalRecycle authority to provide for the protection of public
health, safety, and the environment through waste prevention, waste diversion, and safe
waste processing and disposal. Public Resources Code Sections 40502 requires
CalRecycle to adopt rules and regulations to implement the California Integrated Waste
Management Act.

POLICY STATEMENT OVERVIEW AND EFFECT OF PROPOSED RULEMAKING

Pharmaceutical and home-generated sharps waste present significant environmental
and public health concerns for California and currently is not managed effectively. As
outlined in a 2017 report from the California State Auditor, while greater than 90% of
state residents live within a 20-minute drive of a pharmaceutical or home-generated
sharps collection site, collection services in rural areas are limited, and approximately
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four million Californians do not have reasonable access to disposal sites. Furthermore,
information on these collection sites is not readily available to ultimate users. Not all
pharmacies, law enforcement agencies, and household-hazardous waste facilities
accept pharmaceuticals and/or home-generated sharps; among facilities that do, not all
accept Drug Enforcement Administration controlled substances such as prescription
opioids or auto-injectors such as Epi-Pens. Currently, options for proper disposal of
pharmaceuticals and home-generated sharps waste are complex and confusing, and as
a result, these products are often inappropriately disposed in the household garbage,
toilets, or sinks.

The Act is meant to address the above problems by expanding access to proper
disposal methods for pharmaceutical and home-generated sharps waste and a robust
education and outreach campaign to promote proper disposal. The Act places the cost
burden of the program on the covered entities of certain pharmaceuticals defined as
“covered drugs” and home-generated sharps waste and requires them to manage the
home-generated sharps waste collected at local household hazardous waste facilities,
which is typically paid for by local governments through general fund, property tax, or
ratepayer revenue.

The Act creates a statewide pharmaceutical and home-generated sharps waste
stewardship program and requires a program operator, consisting of a covered entity or
stewardship organization as defined Section 42030 of the Public Resources Code, to
establish and submit to CalRecycle, either individually or collectively through
participation in a non-profit stewardship organization, a stewardship plan for covered
drugs, home-generated sharps waste, or both.

The proposed regulation is intended to clarify the Act by providing procedures for
submittal and approval of Stewardship Plans, as well as reporting requirements and
enforcement provisions. More specifically, this regulation includes provisions on the
following topics:

1. Definitions

2. Criteria for determining a covered entity

3. Document submittals: stewardship plan, initial program budget, annual report, and
annual budget

4. Document approvals: stewardship plan, initial program budget, annual report, and

annual budget

Stewardship plan for covered drugs

Stewardship plan for home-generated sharps waste

Annual report for covered drugs

Annual report for home-generated sharps waste

. Program budgets

10.Record keeping requirements

11. Administrative fee to Department of Resources Recycling and Recovery

12. Stewardship organization audits of covered entities or authorized collectors

13.Retailer, wholesaler, distributor product verification

© NG



14.Criteria to impose an administrative civil penalty

15.Procedure for imposing administrative civil penalties

16.Procedure for revoking requiring resubmittal, or additional reporting of an approved
stewardship plan for failure to meet a material requirement of the statute

The clarification provided in the proposed regulation will assist in the efficient and
effective implementation of the Act and, together, the Act and the proposed regulation
will lower the cost burden on individuals and local governments for the management of
covered drugs and home-generated sharps waste, and will also result in benefits to
public health and the environment (discussed in further detail starting on page 7).

Staff held informal public workshops on January 30, 2019 and February 27, 2019 to
solicit stakeholder input regarding statutory terms and processes that should be defined
and clarified through rulemaking. The input gathered through these workshops, written
correspondence, and additional stakeholder meetings was then used to prepare
informal draft regulatory text. Staff conducted two additional informal public workshops
on May 17, 2019 and June 17, 2019 and held a public comment period to solicit
stakeholder feedback on the informal draft regulatory text. Staff then incorporated
comments from stakeholders into the proposed regulation.

CONSISTENCY EVALUATION

CalRecycle performed a search of existing state regulations and finds that the proposed
regulation is not inconsistent or incompatible with existing state laws or regulations.
CalRecycle considered any other possible related regulations and determined that this
is the only regulation dealing in this subject area, and CalRecycle is the only agency
that can implement this proposed regulation.

PLAIN ENGLISH REQUIREMENTS

CalRecycle staff prepared the proposed regulation pursuant to the standard of clarity
provided in Government Code Section 11349 and the plain English requirements of
Government Code Sections 11342.580 and 11346.2(a)(1). The proposed regulation is
considered non-technical and is written to be easily understood by those parties that will
use them.

FORMS INCORPORATED BY REFERENCE

No documents or forms are incorporated by reference in the proposed regulation.

MANDATED BY FEDERAL LAW OR REGULATIONS

Federal law or regulations do not contain comparable requirements.



LOCAL MANDATE

CalRecycle has determined that the proposed regulation does not impose a mandate on
local agencies or school districts.

FISCAL IMPACT

COSTS TO ANY LOCAL AGENCY OR SCHOOL DISTRICT REQUIRING
REIMBURSEMENT

CalRecycle has determined the proposed regulation does not impact any costs to local
agencies or school districts, which must be reimbursed pursuant to Section 6 of Article
XIlI B of the California Constitution and Part 7 (commencing with Section 17500) of
Division 4 of the Government Code. However, at the local government level some
current expenditures may be reduced, to the extent that costs related to disposal of
home-generated sharps waste may be covered by a stewardship program.

COSTS OR SAVINGS TO ANY STATE AGENCY

In Fiscal Year 2019-20, CalRecycle and the Board of Pharmacy staff costs to develop
the regulation and oversee its implementation will total $1,518,100. Costs for the state
are expected to increase in subsequent years as additional enforcement staff are hired
to ensure that regulated entities are in compliance. Starting in 2023, the State’s costs
associated with the Act (including costs incurred prior to 2023) will be reimbursed by
covered entities participating in stewardship programs. CalRecycle’s costs to oversee
implementation of the Act prior to reimbursement will be covered by a loan from
CalRecycle’s E-Waste program.

NON-DISCRETIONARY COSTS OR SAVINGS

CalRecycle has determined that the proposed regulation does not impose any non-
discretionary costs or savings upon local agencies.

COSTS OR SAVINGS IN FEDERAL FUNDING TO THE STATE

CalRecycle has determined that the proposed regulation will not impact federal funding
to the state.

HOUSING COSTS

Department staff have determined that the proposed regulation will not have a
significant effect on housing costs.

SIGNIFICANT STATEWIDE ADVERSE ECONOMIC IMPACT DIRECTLY
AFFECTING BUSINESS, INCLUDING ABILITY TO COMPETE

CalRecycle has made an initial determination that the proposed regulation will not have
a significant statewide adverse economic impact directly affecting business, including



the ability of California businesses to compete with businesses in other states. While
manufacturers of pharmaceuticals and sharps will be responsible for bearing nearly all
direct costs of the regulation, these costs represent an insignificant proportion of the
profits made on these products.

There are approximately 700 covered entities that will bear nearly all of the direct costs
of the regulation, of which approximately 500 are pharmaceutical manufacturers and
200 are sharps manufacturers. CalRecycle estimates that the initial cost for the
statewide pharmaceutical program is approximately $9.8 million, or $20,000 for each of
the pharmaceutical manufacturers. These costs include administration, outreach and
education, and installation of pharmaceutical kiosks at approximately 750 pharmacies
statewide. The ongoing annual cost is estimated to be $8.9 million, or $18,000 per
pharmaceutical manufacturer, which includes administration, outreach and education,
collection and disposal of pharmaceuticals at kiosks, and installation of additional
pharmaceutical kiosks each year.

CalRecycle estimates that the initial cost for the statewide sharps program is
approximately $13.2 million, or $66,000 per sharps manufacturer. These costs include
administration, outreach and education, mail-back containers, collection and disposal of
sharps, and installation of sharps kiosks at approximately 850 pharmacies statewide.
The ongoing annual cost is $12.2 million, or $61,000 per sharps manufacturer, which
includes administration, outreach and education, mail-back containers and mail-back
costs, collection and disposal of sharps, and installation of additional sharps kiosks
each year to supplement the mandatory mail-back requirement.

However, CalRecycle anticipates that the financial impact on a covered entity as a
result of the regulation will vary depending on its size. The manufacturers of
pharmaceuticals and sharps that are responsible for funding the program are primarily
large businesses but may also include some small businesses that manufacture niche
products. While the regulation does not specify how the costs of the program should be
allocated between the entities participating in a stewardship organization, it is
anticipated that costs will be allocated in proportion to the quantity of covered
pharmaceuticals or sharps the manufacturer sells in California. This assumption is
consistent with producer responsibility programs in operation elsewhere which utilize a
sales-based formula to determine each manufacturer’s financial obligation. The result is
that large manufacturers will pay a greater proportion of the implementation costs than
the smaller manufacturers.

In 2012, the Pharmaceutical Research and Manufacturers of America (PhRMA), an
industry association of prescription drug producers, sued the County of Alameda for
passing an ordinance establishing a local stewardship program for prescription drugs
similar to the one outlined in the Act. PhRMA argued that the Alameda County
ordinance violated the Commerce Clause of the U.S. Constitution by affecting the costs
for drug producers to operate in California versus other states. The U.S. District Court,
Northern District of California sided with Alameda County by ruling that “the Ordinance
serves a legitimate public health and safety interest, and that the relatively modest



compliance costs producers will incur should they choose to sell their products in the
county do not unduly burden interstate commerce.” PhRMA appealed the ruling up to
the U.S. Supreme Court, which declined to hear the case and thus let the District Court
ruling stand.

This lawsuit demonstrated that the costs of operating a stewardship program are
minimal compared with profits made on prescription drugs. PhRMA estimated that total
annual compliance costs in Alameda County would be $1.2 million, compared with $965
million in retail pharmaceutical sales. The Department estimates a similar minimal
impact for the statewide pharmaceutical program with $8.9 million in cost versus $22
billion in revenue. It is reasonable to assume that the impact of the sharps program
would be minimal as well.

STATEMENT OF THE RESULTS OF THE ECONOMIC IMPACT
ASSESSMENT

CREATION OR ELIMINATION OF JOBS WITHIN CALIFORNIA

Approximately 40 new jobs will be created statewide as a direct result of the regulation.
This number includes 17 new jobs for CalRecycle and the State Board of Pharmacy,
with the remainder being jobs in newly formed stewardship organizations. In order to
calculate potential job loss, staff had to consider how much of the costs to operate the
stewardship programs may be passed on to consumers through retail price increases. It
is important to note that statute requires stewardship plans demonstrate adequate
funding for all administrative and operational costs of the stewardship program, to be
borne by participating covered entities. However, determining whether a change in retail
prices for the thousands of covered products in the marketplace will occur as a result of
the regulation or the number of the other factors that go into a manufacturer’s
determination of product price will be exceedingly difficult, if not impossible. Therefore,
although it is expected that manufacturers will not increase prices consistent with the
law, staff ran the Regional Economic Models Inc. (REMI) economic model under three
different assumptions regarding how much of program costs may be passed on to
consumers in order to prepare as conservative an economic analysis as possible.
Under the most conservative assumption that 100% of the program costs could be
passed on to consumers, around 40 jobs are expected to be lost, resulting in a total net
job loss of 0 due to the 40 new jobs that are created as discussed above.

CREATION OF NEW BUSINESSES OR ELIMINATION OF EXISTING BUSINESSES
WITHIN CALIFORNIA

Covered entities are likely to form a number of stewardship organizations (501(c)(3)
non-profit organizations, per statutory requirements) to administer the stewardship
programs. A small expansion in waste hauling and disposal is also expected, which
might lead to additional businesses being created, but is more likely to result in
expansion of existing businesses.



EXPANSION OF BUSINESSES CURRENTLY DOING BUSINESS WITHIN THE
STATE

CalRecycle anticipates a small expansion of waste hauling and disposal businesses
within the state.

BENEFITS OF THE REGULATION

CalRecycle has determined that the proposed regulation will result in the following
benefits to public health and the environment:

1. Reduction of needle-stick injuries. The regulation is anticipated to decrease the rate
of needle stick injuries and reduce the associated costs by providing consumers with
safe and convenient disposal methods for home-generated sharps waste.

2. Reduction of accidental poisonings. The regulation is anticipated to reduce the
incidence of accidental poisoning of children and pets from unused medications by
providing consumers with convenient disposal options and conducting education and
outreach campaigns to encourage their use.

3. Reduction in abuse of prescription drugs. The stockpiling of dangerous and highly
addictive prescription drugs such as opioids in household medicine cabinets is a
known gateway to prescription drug abuse and this regulation may make a minor
contribution to reducing prescription drug abuse.

4. Water quality. Most existing water treatment infrastructure is not designed to treat or
remove pharmaceuticals that have been improperly disposed of down the sink or
toilet. The regulation will likely reduce the amount of trace pharmaceutical
contamination in both surface and ground water by diverting unused covered drugs
toward proper disposal methods.

COST IMPACT ON REPRESENTATIVE PERSONS OR BUSINESSES

Although the Act states that all administrative and operational costs of the programs are
to be borne by covered entities, the regulation cannot ensure that pharmaceutical and
sharps manufacturers will not raise the retail price of products in order to pass on to
consumers the increased costs of compliance with the Act as with any other cost of
doing business. In order to most conservatively capture the range of potential impacts
on individuals due to price increases, the REMI economic model was run with different
levels of consumer-cost pass-through. Under the most conservative assumption that
100% of program costs are passed on to consumers, the costs per individual in
California for the pharmaceutical program would be approximately 25 cents for initial
program costs and 22 cents annually thereafter. And under this scenario, the costs for
the sharps program would be approximately $10.75 per sharps user initially, and $13.30
annually thereatfter.

BUSINESS REPORT

The Act mandates multiple reporting requirements. Program operators are required to
annually submit an annual budget and annual report to CalRecycle for approval,



covered entities are required to annually submit product lists to the Board of Pharmacy;
and retailers of covered products as well as wholesalers and distributors are required to
monitor CalRecycle’s website for compliant covered entities and notify CalRecycle if
they sell covered products that are not from a compliant covered entity. The proposed
regulation does not require additional reports beyond what is laid out in statute, but the
regulation does add clarity and specificity to some of these reporting requirements. It is
necessary for the health, safety and welfare of the people of the state that the
regulations and reporting requirements apply to businesses.

SMALL BUSINESS

Retail pharmacies in California are considered small businesses as most employ fewer
than 100 people. Retail pharmacies will be directly impacted by the regulation and will
incur costs associated with recordkeeping, occasional reporting to CalRecycle, and
distributing sharps containers, which are estimated to cost a combined total of $100,000
per year split among all the pharmacies, or less than $50 per pharmacy. One of the
reasons these costs are relatively small is that retail pharmacies are anticipated to fulfill
the recordkeeping requirements at the corporate level instead of incurring
recordkeeping costs at each individual pharmacy.

ALTERNATIVES STATEMENT

CalRecycle considered alternatives to the proposed rules and determined that: 1) no
alternative would be more effective in carrying out the purpose for which the action is
proposed; 2) no alternative would be as effective and less burdensome to affected
private persons, while at the same time protecting human health, safety, and the
environment, and the integrity of public funds; and 3) no alternative would be more cost-
effective to affected private persons and equally effective in implementing the statutory
policy or other provisions of law. Three specific alternatives are described below.

ALTERNATIVE 1

Alternative 1 is to clarify in regulation the phrase “provides or initiates distribution of a
sharps waste container and mail-back materials at the point of sale” to mean that every
customer is given a sharps container and mail-back materials at each individual sale
sufficient to accommodate the volume of sharps purchased. However, some customers
who purchase syringes (and associated medications) on a frequent and routine basis
may prefer not to receive a sharps container every time they purchase sharps. For
example, a self-injector may prefer to receive a 1-gallon sharps container which could
accommodate the amount of sharps they use over the course of nine months and
enable them to make multiple purchases of syringes without incurring the additional
burden of receiving and transporting a sharps container during that period of time.

Alternative 1 may also create a burden on pharmacies that have limited floor space to
store sharps containers. Alternative 1 is estimated to cost covered entities $114 million
per year, which exceeds the cost of the regulation ($21.1 million per year) and is not
anticipated to result in significantly more sharps collected from ultimate users.
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Alternative 1 was not selected as it does not significantly increase the quantity of sharps
waste that would be collected and is more costly than the proposed regulation.

ALTERNATIVE 2

The proposed regulation requires that education and outreach materials produced by a
stewardship organization are held to at least the same accessibility standards used by
CalRecycle on its internet website. These accessibility standards include provisions for
visually or hearing-impaired individuals, availability of text translations for several
different languages, and full Americans with Disabilities Act compliance. A lower cost
alternative would not require all education and outreach materials to meet accessibility
standards. Under Alternative 2, stewardship organizations would save thousands of
dollars per year in printing, translation, and information technology costs, but the
education and outreach campaigns would be less successful in reaching certain
communities and target audiences. Consequently, Alternative 2 would result in less
pharmaceutical and sharps waste collected and reduce the effectiveness of the law,
which is why it was not selected.

ALTERNATIVE 3

The third alternative would be for CalRecycle to not adopt any regulation beyond what is
required by subsection (f)(2) of Section 42030 of the Public Resources Code. While this
alternative would avoid much of CalRecycle’s time and effort spent on the regulatory
process, the clarity provided by the regulation is essential to minimize confusion,
facilitate effective program implementation, and ensure that ultimate users have
adequate access to safe and convenient disposal options for their covered drugs and
home-generated sharps waste.

CONTACT PERSON

Inquiries concerning the substance of the proposed action may be directed to:

Jason Smyth

Materials Management and Local Assistance Division
California Department of Resources Recycling and Recovery
P.O. Box 4025

Sacramento, CA 95812-4025

PHONE: (916) 341-6676

FAX: (916) 319-7147

e-mail: pharmasharps@calrecycle.ca.gov

Back-up contact person to whom inquiries concerning the proposed administrative
action may be directed:

Cynthia Dunn
Materials Management and Local Assistance Division
California Department of Resources Recycling and Recovery
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P.O. Box 4025

Sacramento, CA 95812-4025

PHONE: (916) 341-6449

FAX: (916) 319-7495

e-mail: pharmasharps@calrecycle.ca.gov

AVAILABILITY OF STATEMENT OF REASONS, TEXT OF PROPOSED
REGULATION, AND RULEMAKING FILE

CalRecycle will have the entire rulemaking file, and all information that provides the
basis for the proposed regulation, available for inspection and copying throughout the
rulemaking process on its internet webpage at
https://www.calrecycle.ca.gov/laws/rulemaking/pharmasharps. Copies of the rulemaking
file may also be obtained by contacting Jason Smyth or Cynthia Dunn using the contact
information listed above. As of the date this notice is published in the Notice Register,
the rulemaking file consists of this notice, the proposed text of the regulation, the
economic and fiscal impact statement, the documents relied upon for the proposed
action, and the initial statement of reasons (ISOR).

AVAILABILITY OF CHANGED OR MODIFIED TEXT

CalRecycle may adopt the proposed regulation substantially as described in this notice.
If CalRecycle makes modifications, which are sufficiently related to the originally
proposed text, it will make the modified text -- with changes clearly indicated -- available
to the public for at least 15 days before CalRecycle adopts the regulation as revised.
Requests for the modified text should be made to the contact person named above.
CalRecycle will transmit any modified text to all persons who testify at the public
hearing; all persons who submit written comments at the public hearing; and all persons
whose comments are received during the comment period, and all persons who request
notification of the availability of such changes. CalRecycle will accept written comments
on the modified regulation for 15 days after the date on which they are made available.

FINAL STATEMENT OF REASONS

The Final Statement of Reasons (FSOR) will be made available at the above listed
internet webpage or by contacting the people named above.
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and could result in minor increases in hunting days
and hunter spending on equipment, fuel, food and
accommodations.

Impact on the Creation or Elimination of Jobs
Within the State, the Creation of New Businesses
or the Elimination of Existing Businesses, or the
Expansion of Businesses in California; Benefits of
the Regulation to the Health and Welfare of
California Residents, Worker Safety, and the
State’s Environment:

The Commission does not anticipate any impacts
on the creation or elimination of jobs, the creation
of new business, the elimination of existing
businesses, or the expansion of businesses in
California. The proposed waterfowl regulations
will set the 2020—21 waterfowl hunting season
dates and bag limits within the federal
Frameworks. Little to minor positive impacts to
jobs and/or businesses that provide services to
waterfowl hunters may result from the proposed
regulations for the 202021 waterfowl hunting
season.

The most recent U.S. Fish and Wildlife national
survey of fishing, hunting, and wildlife—
associated recreation for California, estimated that
migratory bird hunters contributed about
$169,115,000 to businesses in California during
the 2011 migratory bird hunting season. The
impacted businesses are generally small
businesses employing a few individuals and, like
all small businesses, are subject to failure for a
variety of causes. Additionally, the long—term
intent of the proposed regulations is to sustainably
manage waterfowl populations, and consequently,
the long—term viability of the same small
businesses.

Cost Impacts on a Representative Private Person
or Business:

The agency is not aware of any cost impacts that a
representative private person or business would
necessarily incur in reasonable compliance with
the proposed action.

Costs or Savings to State Agencies or
Costs/Savings in Federal Funding to the State:
None.

Nondiscretionary ~ Costs/Savings to  Local

Agencies: None.

Programs Mandated on Local Agencies or School
Districts: None.

Costs Imposed on Any Local Agency or School
District that is Required to be Reimbursed Under
Part 7 (commencing with Section 17500) of
Division 4, Government Code: None.
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(h) Effect on Housing Costs: None.

EFFECT ON SMALL BUSINESS

It has been determined that the adoption of these reg-
ulations may affect small business. The Commission
has drafted the regulations in Plain English pursuant to
Government Code  Sections 11342.580 and
11346.2(a)(1).

CONSIDERATION OF ALTERNATIVES

The Commission must determine that no reasonable
alternative considered by the Commission, or that has
otherwise been identified and brought to the attention of
the Commission, would be more effective in carrying
out the purpose for which the action is proposed, would
be as effective and less burdensome to affected private
persons than the proposed action, or would be more cost
effective to affected private persons and equally effec-
tive in implementing the statutory policy or other provi-
sion of law.

TITLE 14. DEPARTMENT OF
RESOURCES RECYCLING AND
RECOVERY

Title 14: Natural Resources

Division 7: Department of Resources Recycling and
Recovery

Chapter 11: Product Stewardship

Article 4: Pharmaceutical and Sharps Waste
Stewardship Program

Sections: 18972 to 18975.2

PROPOSED REGULATORY ACTION

The California Department of Resources Recycling
and Recovery (CalRecycle) proposes to adopt Califor-
nia Code of Regulations, Title 14, Division 7, Chapter
11, Article 4 commencing with Section 18972. The pro-
posed regulation is intended to clarify processes for im-
plementing the Pharmaceutical and Sharps Waste Stew-
ardship Act (referred to throughout as the “Act”)
[Chapter 1004, Statutes of 2018 (Jackson, Senate Bill
212)].

PUBLIC HEARING

A public hearing to receive public comments is
scheduled for February 19, 2020. The hearing will be
held at the:
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Joe Serna Jr., Cal EPA Building
Sierra Hearing Room

1001 I Street, 2nd Floor
Sacramento, CA 95814

The hearing will begin at 1:00 p.m. on February 19,
2020, and will conclude after all testimony is given.
Any person may present statements or arguments, oral-
ly or in writing, with respect to the proposed action. Cal-
Recycle requests that persons making oral comments
also submit a written copy of their testimony at the hear-
ing. The hearing room is wheelchair accessible. If you

have any questions, please contact pharmasharps@
calrecycle.ca.gov.

WRITTEN COMMENT PERIOD

Any interested person, or his or her authorized repre-
sentative, may submit to CalRecycle written comments
relevant to the proposed regulation. The written com-
ment period for this rulemaking closes on February 17,
2020. CalRecycle will consider only comments re-
ceived by that time. Comments may be submitted via
the contact information below. CalRecycle will also ac-
cept written comments during the public hearing de-
scribed above. Please submit your written comments to:

Jason Smyth

Materials Management and Local Assistance
Division

California Department of Resources Recycling and
Recovery

P.O. Box 4025

Sacramento, CA 95812—4025

Fax: (916) 319-7147

e—mail: pharmasharps@calrecycle.ca.gov

AUTHORITY AND REFERENCES

Public Resources Code Sections 40401, 42031.2, and
40502 provide authority for this regulation. The pur-
pose of the proposed actions is to implement, interpret,
and make specific the law related to pharmaceutical and
sharps waste stewardship. The following is a list of ref-
erences cited in this proposed regulation: sections
42030, 42031, 42031.2, 42031.4, 42031.6, 42032,
42032.2, 42033, 42033.2, 42033.4, 42033.5, 42033.6,
42034, 42034.2, 42034.4, 42035, 42035.2, 42035.4,
42035.6, 42035.8, 42036, 42036.2 and 42036.4, Public
Resources Code.
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INFORMATIVE DIGEST/POLICY STATEMENT
OVERVIEW

EXISTING LAWS AND REGULATIONS

The California Integrated Waste Management Act,
Public Resources Code Section 40000 et seq., gives the
CalRecycle authority to provide for the protection of
public health, safety, and the environment through
waste prevention, waste diversion, and safe waste pro-
cessing and disposal. Public Resources Code Sections
40502 requires CalRecycle to adopt rules and regula-
tions to implement the California Integrated Waste
Management Act.

POLICY STATEMENT OVERVIEW AND EFFECT
OF PROPOSED RULEMAKING

Pharmaceutical and home—generated sharps waste
present significant environmental and public health
concerns for California and currently is not managed ef-
fectively. As outlined in a 2017 report from the Califor-
nia State Auditor, while greater than 90 percent of state
residents live within a 20—minute drive of a pharmaceu-
tical or home—generated sharps collection site, collec-
tion services in rural areas are limited, and approxi-
mately four million Californians do not have reasonable
access to disposal sites. Furthermore, information on
these collection sites is not readily available to ultimate
users. Not all pharmacies, law enforcement agencies,
and household—hazardous waste facilities accept phar-
maceuticals and/or home—generated sharps; among fa-
cilities that do, not all accept Drug Enforcement Ad-
ministration controlled substances such as prescription
opioids or auto—injectors such as Epi—Pens. Currently,
options for proper disposal of pharmaceuticals and
home—generated sharps waste are complex and confus-
ing, and as a result, these products are often inappropri-
ately disposed in the household garbage, toilets, or
sinks.

The Act is meant to address the above problems by
expanding access to proper disposal methods for phar-
maceutical and home—generated sharps waste and a ro-
bust education and outreach campaign to promote prop-
er disposal. The Act places the cost burden of the pro-
gram on the covered entities of certain pharmaceuticals
defined as “covered drugs” and home—generated sharps
waste and requires them to manage the home—generated
sharps waste collected at local household hazardous
waste facilities, which is typically paid for by local gov-
ernments through general fund, property tax, or
ratepayer revenue.

The Act creates a statewide pharmaceutical and
home—generated sharps waste stewardship program
and requires a program operator, consisting of a cov-
ered entity or stewardship organization as defined Sec-
tion 42030 of the Public Resources Code, to establish
and submit to CalRecycle, either individually or collec-
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tively through participation in a non—profit stewardship
organization, a stewardship plan for covered drugs,
home—generated sharps waste, or both.

The proposed regulation is intended to clarify the Act
by providing procedures for submittal and approval of
Stewardship Plans, as well as reporting requirements
and enforcement provisions. More specifically, this
regulation includes provisions on the following topics:
1. Definitions

2. Criteria for determining a covered entity

3.  Document submittals: stewardship plan, initial
program budget, annual report, and annual budget

4.  Document approvals: stewardship plan, initial
program budget, annual report, and annual budget

5. Stewardship plan for covered drugs

6. Stewardship plan for home—generated sharps
waste

7. Annual report for covered drugs
8. Annual report for home—generated sharps waste
9.  Program budgets

. Record keeping requirements

11. Administrative fee to Department of Resources
Recycling and Recovery

12. Stewardship organization audits of covered
entities or authorized collectors

13. Retailer, wholesaler, distributor  product
verification

14. Criteria to impose an administrative civil penalty

15. Procedure for imposing administrative civil
penalties

16. Procedure for revoking requiring resubmittal, or

additional reporting of an approved stewardship
plan for failure to meet a material requirement of
the statute

The clarification provided in the proposed regulation
will assist in the efficient and effective implementation
of the Act and, together, the Act and the proposed regu-
lation will lower the cost burden on individuals and lo-
cal governments for the management of covered drugs
and home—generated sharps waste, and will also result
in benefits to public health and the environment (dis-
cussed in further detail starting on page 7).

Staff held informal public workshops on January 30,
2019 and February 27, 2019 to solicit stakeholder input
regarding statutory terms and processes that should be
defined and clarified through rulemaking. The input
gathered through these workshops, written correspon-
dence, and additional stakeholder meetings was then
used to prepare informal draft regulatory text. Staff con-
ducted two additional informal public workshops on
May 17,2019 and June 17, 2019 and held a public com-
ment period to solicit stakeholder feedback on the infor-
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mal draft regulatory text. Staff then incorporated com-
ments from stakeholders into the proposed regulation.

CONSISTENCY EVALUATION

CalRecycle performed a search of existing state regu-
lations and finds that the proposed regulation is not in-
consistent or incompatible with existing state laws or
regulations. CalRecycle considered any other possible
related regulations and determined that this is the only
regulation dealing in this subject area, and CalRecycle
is the only agency that can implement this proposed
regulation.

PLAIN ENGLISH REQUIREMENTS

CalRecycle staff prepared the proposed regulation
pursuant to the standard of clarity provided in Govern-
ment Code Section 11349 and the plain English require-
ments of Government Code Sections 11342.580 and
11346.2(a)(1). The proposed regulation is considered
non—technical and is written to be easily understood by
those parties that will use them.

FORMS INCORPORATED BY REFERENCE

No documents or forms are incorporated by reference
in the proposed regulation.

MANDATED BY FEDERAL
LAW OR REGULATIONS

Federal law or regulations do not contain comparable
requirements.

LOCAL MANDATE

CalRecycle has determined that the proposed regula-
tion does not impose a mandate on local agencies or
school districts.

FISCAL IMPACT

COSTS TO ANY LOCAL AGENCY OR SCHOOL
DISTRICT REQUIRING REIMBURSEMENT

CalRecycle has determined the proposed regulation
does not impact any costs to local agencies or school
districts, which must be reimbursed pursuant to Section
6 of Article XIII B of the California Constitution and
Part 7 (commencing with Section 17500) of Division 4
of the Government Code. However, at the local govern-
ment level some current expenditures may be reduced,
to the extent that costs related to disposal of home—
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generated sharps waste may be covered by a steward-
ship program.

COSTS OR SAVINGS TO ANY STATE AGENCY

In Fiscal Year 2019-20, CalRecycle and the Board of
Pharmacy staff costs to develop the regulation and
oversee its implementation will total $1,518,100. Costs
for the state are expected to increase in subsequent years
as additional enforcement staff are hired to ensure that
regulated entities are in compliance. Starting in 2023,
the State’s costs associated with the Act (including
costs incurred prior to 2023) will be reimbursed by cov-
ered entities participating in stewardship programs.
CalRecycle’s costs to oversee implementation of the
Act prior to reimbursement will be covered by a loan
from CalRecycle’s E-Waste program.
NON-DISCRETIONARY COSTS OR SAVINGS

CalRecycle has determined that the proposed regula-
tion does not impose any non—discretionary costs or
savings upon local agencies.

COSTS OR SAVINGS IN FEDERAL FUNDING TO
THE STATE

CalRecycle has determined that the proposed regula-
tion will not impact federal funding to the state.

HOUSING COSTS

Department staff have determined that the proposed
regulation will not have a significant effect on housing
costs.

SIGNIFICANT STATEWIDE ADVERSE
ECONOMIC IMPACT DIRECTLY AFFECTING
BUSINESS, INCLUDING ABILITY TO COMPETE

CalRecycle has made an initial determination that the
proposed regulation will not have a significant
statewide adverse economic impact directly affecting
business, including the ability of California businesses
to compete with businesses in other states. While manu-
facturers of pharmaceuticals and sharps will be respon-
sible for bearing nearly all direct costs of the regulation,
these costs represent an insignificant proportion of the
profits made on these products.

There are approximately 700 covered entities that
will bear nearly all of the direct costs of the regulation,
of which approximately 500 are pharmaceutical manu-
facturers and 200 are sharps manufacturers. CalRecycle
estimates that the initial cost for the statewide pharma-
ceutical program is approximately $9.8 million, or
$20,000 for each of the pharmaceutical manufacturers.
These costs include administration, outreach and edu-
cation, and installation of pharmaceutical kiosks at ap-
proximately 750 pharmacies statewide. The ongoing
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annual cost is estimated to be $8.9 million, or $18,000
per pharmaceutical manufacturer, which includes ad-
ministration, outreach and education, collection and
disposal of pharmaceuticals at kiosks, and installation
of additional pharmaceutical kiosks each year.

CalRecycle estimates that the initial cost for the
statewide sharps program is approximately $13.2 mil-
lion, or $66,000 per sharps manufacturer. These costs
include administration, outreach and education, mail—
back containers, collection and disposal of sharps, and
installation of sharps kiosks at approximately 850 phar-
macies statewide. The ongoing annual cost is $12.2 mil-
lion, or $61,000 per sharps manufacturer, which in-
cludes administration, outreach and education, mail—
back containers and mail—back costs, collection and
disposal of sharps, and installation of additional sharps
kiosks each year to supplement the mandatory mail—
back requirement.

However, CalRecycle anticipates that the financial
impact on a covered entity as a result of the regulation
will vary depending on its size. The manufacturers of
pharmaceuticals and sharps that are responsible for
funding the program are primarily large businesses but
may also include some small businesses that manufac-
ture niche products. While the regulation does not spec-
ify how the costs of the program should be allocated be-
tween the entities participating in a stewardship organi-
zation, it is anticipated that costs will be allocated in
proportion to the quantity of covered pharmaceuticals
or sharps the manufacturer sells in California. This as-
sumption is consistent with producer responsibility
programs in operation elsewhere which utilize a sales—
based formula to determine each manufacturer’s finan-
cial obligation. The result is that large manufacturers
will pay a greater proportion of the implementation
costs than the smaller manufacturers.

In 2012, the Pharmaceutical Research and Manufac-
turers of America (PhRMA), an industry association of
prescription drug producers, sued the County of Alame-
da for passing an ordinance establishing a local stew-
ardship program for prescription drugs similar to the
one outlined in the Act. PARMA argued that the Alame-
da County ordinance violated the Commerce Clause of
the U.S. Constitution by affecting the costs for drug pro-
ducers to operate in California versus other states. The
U.S. District Court, Northern District of California sid-
ed with Alameda County by ruling that “the Ordinance
serves a legitimate public health and safety interest, and
that the relatively modest compliance costs producers
will incur should they choose to sell their products in the
county do not unduly burden interstate commerce.”
PhRMA appealed the ruling up to the U.S. Supreme
Court, which declined to hear the case and thus let the
District Court ruling stand.
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This lawsuit demonstrated that the costs of operating
a stewardship program are minimal compared with
profits made on prescription drugs. PhARMA estimated
that total annual compliance costs in Alameda County
would be $1.2 million, compared with $965 million in
retail pharmaceutical sales. The Department estimates a
similar minimal impact for the statewide pharmaceuti-
cal program with $8.9 million in cost versus $22 billion
in revenue. It is reasonable to assume that the impact of
the sharps program would be minimal as well.

STATEMENT OF THE RESULTS OF THE
ECONOMIC IMPACT ASSESSMENT

CREATION OR ELIMINATION OF JOBS WITHIN
CALIFORNIA

Approximately 40 new jobs will be created statewide
as a direct result of the regulation. This number includes
17 new jobs for CalRecycle and the State Board of Phar-
macy, with the remainder being jobs in newly formed
stewardship organizations. In order to calculate poten-
tial job loss, staff had to consider how much of the costs
to operate the stewardship programs may be passed on
to consumers through retail price increases. It is impor-
tant to note that statute requires stewardship plans
demonstrate adequate funding for all administrative
and operational costs of the stewardship program, to be
borne by participating covered entities. However, de-
termining whether a change in retail prices for the thou-
sands of covered products in the marketplace will occur
as a result of the regulation or the number of the other
factors that go into a manufacturer’s determination of
product price will be exceedingly difficult, if not impos-
sible. Therefore, although it is expected that manufac-
turers will not increase prices consistent with the law,
staff ran the Regional Economic Models Inc. (REMI)
economic model under three different assumptions re-
garding how much of program costs may be passed on
to consumers in order to prepare as conservative an eco-
nomic analysis as possible. Under the most conserva-
tive assumption that 100 percent of the program costs
could be passed on to consumers, around 40 jobs are ex-
pected to be lost, resulting in a total net job loss of 0 due
to the 40 new jobs that are created as discussed above.

CREATION OF NEW BUSINESSES OR
ELIMINATION OF EXISTING BUSINESSES
WITHIN CALIFORNIA

Covered entities are likely to form a number of stew-
ardship organizations (501(c)(3) non—profit organiza-
tions, per statutory requirements) to administer the
stewardship programs. A small expansion in waste
hauling and disposal is also expected, which might lead
to additional businesses being created, but is more like-
ly to result in expansion of existing businesses.
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EXPANSION OF BUSINESSES CURRENTLY
DOING BUSINESS WITHIN THE STATE

CalRecycle anticipates a small expansion of waste
hauling and disposal businesses within the state.

BENEFITS OF THE REGULATION

CalRecycle has determined that the proposed regula-
tion will result in the following benefits to public health
and the environment:

1. Reduction of needle—stick injuries. The regulation
is anticipated to decrease the rate of needle stick
injuries and reduce the associated costs by
providing consumers with safe and convenient
disposal methods for home—generated sharps
waste.

2. Reduction of accidental poisonings. The
regulation is anticipated to reduce the incidence of
accidental poisoning of children and pets from
unused medications by providing consumers with
convenient disposal options and conducting
education and outreach campaigns to encourage
their use.

3. Reduction in abuse of prescription drugs. The
stockpiling of dangerous and highly addictive
prescription drugs such as opioids in household
medicine cabinets is a known gateway to
prescription drug abuse and this regulation may
make a minor contribution to reducing
prescription drug abuse.

4. Water quality. Most existing water treatment
infrastructure is not designed to treat or remove
pharmaceuticals that have been improperly
disposed of down the sink or toilet. The regulation
will likely reduce the amount of trace
pharmaceutical contamination in both surface and
ground water by diverting unused covered drugs
toward proper disposal methods.

COST IMPACT ON REPRESENTATIVE
PERSONS OR BUSINESSES

Although the Act states that all administrative and
operational costs of the programs are to be borne by
covered entities, the regulation cannot ensure that phar-
maceutical and sharps manufacturers will not raise the
retail price of products in order to pass on to consumers
the increased costs of compliance with the Act as with
any other cost of doing business. In order to most con-
servatively capture the range of potential impacts on in-
dividuals due to price increases, the REMI economic
model was run with different levels of consumer—cost
pass—through. Under the most conservative assumption
that 100 percent of program costs are passed on to con-
sumers, the costs per individual in California for the
pharmaceutical program would be approximately 25
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cents for initial program costs and 22 cents annually
thereafter. And under this scenario, the costs for the
sharps program would be approximately $10.75 per
sharps user initially, and $13.30 annually thereafter.

BUSINESS REPORT

The Act mandates multiple reporting requirements.
Program operators are required to annually submit an
annual budget and annual report to CalRecycle for ap-
proval; covered entities are required to annually submit
product lists to the Board of Pharmacy; and retailers of
covered products as well as wholesalers and distribu-
tors are required to monitor CalRecycle’s website for
compliant covered entities and notify CalRecycle if
they sell covered products that are not from a compliant
covered entity. The proposed regulation does not re-
quire additional reports beyond what is laid out in
statute, but the regulation does add clarity and specifici-
ty to some of these reporting requirements. It is neces-
sary for the health, safety and welfare of the people of
the state that the regulations and reporting requirements
apply to businesses.

SMALL BUSINESS

Retail pharmacies in California are considered small
businesses as most employ fewer than 100 people. Re-
tail pharmacies will be directly impacted by the regula-
tion and will incur costs associated with recordkeeping,
occasional reporting to CalRecycle, and distributing
sharps containers, which are estimated to cost a com-
bined total of $100,000 per year split among all the
pharmacies, or less than $50 per pharmacy. One of the
reasons these costs are relatively small is that retail
pharmacies are anticipated to fulfill the recordkeeping
requirements at the corporate level instead of incurring
recordkeeping costs at each individual pharmacy.

ALTERNATIVES STATEMENT

CalRecycle considered alternatives to the proposed
rules and determined that: 1) no alternative would be
more effective in carrying out the purpose for which the
action is proposed; 2) no alternative would be as effec-
tive and less burdensome to affected private persons,
while at the same time protecting human health, safety,
and the environment, and the integrity of public funds;
and 3) no alternative would be more cost—effective to
affected private persons and equally effective in imple-
menting the statutory policy or other provisions of law.
Three specific alternatives are described below.
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ALTERNATIVE 1

Alternative 1 is to clarify in regulation the phrase
“provides or initiates distribution of a sharps waste con-
tainer and mail—back materials at the point of sale” to
mean that every customer is given a sharps container
and mail-back materials at each individual sale suffi-
cient to accommodate the volume of sharps purchased.
However, some customers who purchase syringes (and
associated medications) on a frequent and routine basis
may prefer not to receive a sharps container every time
they purchase sharps. For example, a self—injector may
prefer to receive a 1—gallon sharps container which
could accommodate the amount of sharps they use over
the course of nine months and enable them to make mul-
tiple purchases of syringes without incurring the addi-
tional burden of receiving and transporting a sharps
container during that period of time.

Alternative 1 may also create a burden on pharmacies
that have limited floor space to store sharps containers.
Alternative 1 is estimated to cost covered entities $114
million per year, which exceeds the cost of the regula-
tion ($21.1 million per year) and is not anticipated to re-
sult in significantly more sharps collected from ultimate
users.

Alternative 1 was not selected as it does not signifi-
cantly increase the quantity of sharps waste that would
be collected and is more costly than the proposed
regulation.

ALTERNATIVE 2

The proposed regulation requires that education and
outreach materials produced by a stewardship organiza-
tion are held to at least the same accessibility standards
used by CalRecycle on its internet website. These ac-
cessibility standards include provisions for visually or
hearing—impaired individuals, availability of text trans-
lations for several different languages, and full Ameri-
cans with Disabilities Act compliance. A lower cost al-
ternative would not require all education and outreach
materials to meet accessibility standards. Under Alter-
native 2, stewardship organizations would save thou-
sands of dollars per year in printing, translation, and in-
formation technology costs, but the education and out-
reach campaigns would be less successful in reaching
certain communities and target audiences. Consequent-
ly, Alternative 2 would result in less pharmaceutical and
sharps waste collected and reduce the effectiveness of
the law, which is why it was not selected.

ALTERNATIVE 3

The third alternative would be for CalRecycle to not
adopt any regulation beyond what is required by sub-
section (f)(2) of Section 42030 of the Public Resources
Code. While this alternative would avoid much of Cal-
Recycle’s time and effort spent on the regulatory
process, the clarity provided by the regulation is essen-
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tial to minimize confusion, facilitate effective program
implementation, and ensure that ultimate users have ad-
equate access to safe and convenient disposal options
for their covered drugs and home—generated sharps
waste.

CONTACT PERSON

Inquiries concerning the substance of the proposed
action may be directed to:

Jason Smyth

Materials Management and Local Assistance
Division

California Department of Resources Recycling and
Recovery

P.O. Box 4025

Sacramento, CA 95812—4025

PHONE: (916) 341-6676

FAX: (916) 319-7147

e—mail: pharmasharps@calrecycle.ca.gov

Back—up contact person to whom inquiries concern-
ing the proposed administrative action may be directed:

Cynthia Dunn

Materials Management and Local
Division

California Department of Resources Recycling and
Recovery

P.O. Box 4025

Sacramento, CA 958124025

PHONE: (916) 341-6449

FAX: (916) 3197495

e—mail: pharmasharps@calrecycle.ca.gov

Assistance

AVAILABILITY OF STATEMENT OF REASONS,
TEXT OF PROPOSED REGULATION, AND
RULEMAKING FILE

CalRecycle will have the entire rulemaking file, and
all information that provides the basis for the proposed
regulation, available for inspection and copying
throughout the rulemaking process on its internet web-
page at https://www.calrecycle.ca.gov/laws/
rulemaking/pharmasharps. Copies of the rulemaking
file may also be obtained by contacting Jason Smyth or
Cynthia Dunn using the contact information listed
above. As of the date this notice is published in the No-
tice Register, the rulemaking file consists of this notice,
the proposed text of the regulation, the economic and
fiscal impact statement, the documents relied upon for
the proposed action, and the initial statement of reasons
(ISOR).
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AVAILABILITY OF CHANGED OR
MODIFIED TEXT

CalRecycle may adopt the proposed regulation sub-
stantially as described in this notice. If CalRecycle
makes modifications, which are sufficiently related to
the originally proposed text, it will make the modified
text — with changes clearly indicated — available to
the public for at least 15 days before CalRecycle adopts
the regulation as revised. Requests for the modified text
should be made to the contact person named above. Cal-
Recycle will transmit any modified text to all persons
who testify at the public hearing; all persons who sub-
mit written comments at the public hearing; and all per-
sons whose comments are received during the comment
period, and all persons who request notification of the
availability of such changes. CalRecycle will accept
written comments on the modified regulation for 15
days after the date on which they are made available.

FINAL STATEMENT OF REASONS

The Final Statement of Reasons (FSOR) will be made
available at the above listed internet webpage or by con-
tacting the people named above.

TITLE 18. DEPARTMENT OF TAX
AND FEE ADMINISTRATION

The California Department of Tax and Fee
Administration Proposes to Adopt Amendments to
Section 1503, Hospitals and Other Medical
Facilities, Institutions and Homes for the Care of
Persons, and Section 1591, Medicines and Medical
Devices, in Title 18 of the California
Code of Regulations

NOTICE IS HEREBY GIVEN that the California
Department of Tax and Fee Administration (CDTFA),
pursuant to the authority vested in it by Revenue and
Taxation Code (RTC) section 7051, proposes to amend
California Code of Regulations, title 18, section (Regu-
lation or Reg.) 1503, Hospitals and Other Medical Fa-
cilities, Institutions and Homes for the Care of Persons,
and Regulation 1591, Medicines and Medical Devices.
The proposed amendments to Regulation 1503 clarify
that medical service facilities are service providers to
their patients and residents, including those insured
pursuant to Part A of the Medicare Act. The proposed
amendments to Regulation 1503 reformat the second
sentence, the third sentence, and both the third and
fourth sentences in subdivision (b)(2), as subdivision
(b)(2)(A), (B), and (C)1, respectively. The proposed
amendments to Regulation 1503 limit reformatted sub-
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