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. Introduction

Inmar submits this Stewardship Plan (‘Plan”) for Unwanted Drugs in compliance with the San Mateo
County Safe Drug Disposal Ordinance No. 04736 (“Ordinance”). All capitalized terms not otherwise
defined shall have the same meaning as in the Ordinance.

Inmar’s Stewardship Plan will provide a comprehensive Safe Drug Disposal Stewardship Program that
will include compliant drug Collection Methods supported by outreach and education programs to
increase resident awareness and participation. The Stewardship Program will provide safe, secure, and
convenient access on an ongoing basis for Residents across the County and will be funded by
participating Covered Manufacturers. Producers represented by this Plan shall pay all administrative and
operational costs and fees associated with the Stewardship Plan, pursuant to Section 4.116.030(e)(6).
The program will also provide reporting on collection metrics and results of Resident education and
outreach campaigns.

Some of the highlights of our plan are as follows.

¢ Drug Collection Systems
o Kiosk Service: Turn-key program with DEA- and DOT-compliant processes and
materials
o Mail-Back Services: Available by request via a website or toll-free telephone number
e Education & Outreach: Strategic deployment of Inmar’s media assets and expertise, as well as
far-reaching retail Pharmacy relationships to drive program awareness and participation
e Annual Reporting: Insight into required collection and outreach metrics

[I. Definitions

This Plan uses and incorporates the definitions from the Ordinance. Additional definitions have been
included that are not defined in the Ordinance but which help to clarify Inmar’s intent in proposing this
Stewardship Plan. All defined terms are capitalized in the Plan.

Auto-injector (or Auto Injector) means an unused or partially used Pre-filled Injector Product with a
retractable or otherwise securely covered needle.

Auto-Injector Mail-Back Package means a pre-paid, pre-addressed, FDA-cleared sharps container and
outer shipment package for the collection and disposal of Pre-filled Injector Products.

County means the unincorporated and incorporated areas of the County of San Mateo.

County Residents (or “Residents”) mean human beings residing in the County.

Collector or Authorized Collector means a Person that gathers Unwanted Covered Drugs from County
Residents for the purpose of collection, transportation, and disposal.

Collection System is Inmar’s term for the Collection Method that utilizes permanent collection Kiosks at
fixed locations.

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
Section 4.116.110(g) of the San Mateo County Ordinance (Ch. 4.116) for the purposes of making it available to the public for review and comment. 3
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Collection Method means one of the three Collection types (Kiosk, Mail-Back, or Event) authorized for
collection and disposal of home-generated Controlled substances by the DEA under 21 CFR Section
1317.

Container means the cardboard box which both supports the Inner Liner inside the Kiosk during drug
collection and becomes the outer shipping package when the Inner Liner is full and/or removed from the
Kiosk.

Covered Drug means a drug in any form used by County Residents, including prescription,
nonprescription, brand name and generic drugs. Notwithstanding the previous sentence, "Covered Drug"
does not include: (1) vitamins or supplements; (2) herbal-based remedies and homeopathic drugs,
products, or remedies; (3) cosmetics, shampoos, sunscreens, toothpaste, lip balm, antiperspirants, or
other personal care products that are regulated as both cosmetics and nonprescription drugs under the
federal Food, Drug, and Cosmetic Act (Title 21 U.S.C. Chapter 9); (4) drugs for which Producers provide
a pharmaceutical product stewardship or take-back program as part of a federal Food and Drug
Administration-managed risk evaluation and mitigation strategy (21 U.S.C. § 355-1); (5) Drugs that are
biological products as defined by 21 C.F.R. § 600.3(h) as it exists on the effective date of this chapter if
the Producers already provides a pharmaceutical product stewardship or take-back program; and (6)
medical devices or their component parts or accessories.

DEA means the U.S. Drug Enforcement Administration.

DEA Rule means the DEA Final Rule, “Disposal of Controlled Substances,” 79 Fed. Reg. 53520 et seq.
adopted on September 9, 2014 and codified at 21 CFR 1317.

Division means the Environmental Health Division of the County of San Mateo's Health System.
Director means the Director of the Environmental Health Division.

DOT means the U.S. Department of Transportation.

Drop-door means the door on the Kiosk where Unwanted Covered Drugs are deposited by Residents.
Drop-Off Site means a location which hosts an Inmar Kiosk for the collection of Unwanted

Covered Drugs and is operated by an entity which has registered with the DEA as a collector of
controlled substances under 21 CFR Section 1317.

Inhaler Mail-Back Envelope means a pre-paid, pre-addressed envelope for the collection and disposal
of inhalers.

Inmar Plan means the Product Stewardship Plan presented in this submittal.

Inner Liner means the liner placed inside the Container which meets the requirements of 21 CFR Section
1317.60.

Kiosk means a metal receptacle into which Residents deposit Unwanted Covered Drugs and which
meets the requirements of 21 CFR Section 1317.

Kiosk Drop-off Service means a Collection Method in which Residents deposit Unwanted Covered
Drugs into a Kiosk operated by an Authorized Collector at an Authorized Collection Site.

Liner Kit is a set of three (3) pre-labeled and pre-paid cardboard box Containers, liquid barriers, and
serialized, puncture-resistant Inner Liners.

Law Enforcement Agency or LEA is a Federal, State, tribal, or local law enforcement office or agency.
Manufacturer (or Covered Manufacturer) means a Person engaged in the manufacture of drugs.
Mail-Back Distribution Site means a location at which Residents may obtain Mailers at no charge and
which is provided by Inmar to meet the Service Convenience Goals established in the Ordinance.
Mail-Back Services means a Collection Method for the return of Unwanted Covered Drugs from County
Residents utilizing prepaid and pre-addressed Mailers.

Mail-Back Starter Kit means 20 Standard Mail-Back Envelopes with a visual reorder trigger, with
instructions to Standard Mail-Back Distribution Sites on how to reorder additional Mail-Back Starter Kits.

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
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Mailer is Inmar’s generic term used to refer to all pre-paid, pre-addressed Standard and Inhaler Mail-
Back Envelopes and Auto-Injector Mail-Back Packages.

Packaged Container means the full Inner Liner used in the Kiosk Drop-off Service after it is removed,
secured within the Container, prepared, and sealed for transportation to a DEA Reverse Distributor.
Pharmacy means a place licensed by the state of California Board of Pharmacy where the practice of
Pharmacy is conducted.

Pharmacy Employee means the designated contact person or persons at the Kiosk Drop-off Site.
Pick-Up and Disposal Coordination Option means the method of Packaged Container disposal which
an Authorized Collector selects when participating in the Inmar Plan. The three options, Self-Service
Return, Technician-Assisted Return, and Full-Service Return, are described in detail in Section V (c) of
the Inmar Plan.

Producer means a Manufacturer engaged in the manufacture of a Covered Drug sold in the County,
including a brand-name or generic drug. Notwithstanding the previous sentence, "Producer" does not
include: (1) a retailer whose store label appears on a Covered Drug or the drug's packaging if the
Manufacturer from whom the retailer obtains the drug is identified under Section 4.116.030(d) of this
chapter; (2) a repackager if the Manufacturer from whom the repackager obtains the drug is identified
under Section 4.116.030(d) of this chapter; (3) a pharmacist who compounds or repackages a prescribed
individual drug product for a consumer; or (4) a wholesaler who is not also the Manufacturer.

Program Operator means a Producer, group of Producers or Stewardship Organization that develops
and implements, or plans to develop and implement, a Stewardship Program approved by the Division.
Retail Pharmacy means a Pharmacy licensed by the state of California Board of Pharmacy for retail sale
and dispensing of drugs.

Standard Mail-Back Envelope means a prepaid and pre-addressed Mail-Back Envelope for the
collection and disposal of all Unwanted Covered Drugs except for those dispensed in an inhaler or Auto-
injector.

Stewardship Plan means a plan for the collection, transportation and disposal of Unwanted Covered
Drugs required under Section 4.116.040 of the Ordinance that is: (1) financed, developed, implemented
and participated in by one or more Producers; (2) operated by the participating Producers or a
Stewardship Organization; and (3) approved by the Director.

Stewardship Program (Program) means the program that Inmar will operate under a Plan approved by
the Division.

Stewardship Organization means an organization designated by a Producer or group of Producers to
act as an agent on behalf of one or more Producers to develop and implement and operate a
Stewardship Plan.

Supervisorial District means the districts of the County of San Mateo as defined in San Mateo County
Ordinance Code Chapter 2.02 or its successor.

Unwanted Covered Drug means any Covered Drug that the owner has discarded or intends to discard.

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
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[1l. Contact Information

Ordinance 04736 Section 4.116.040(a)

A list of Producers who agreed to participate in Inmar’s Stewardship Plan in San Mateo County is
provided in Appendix A. These Producers will pay all administrative and operational costs and fees
associated with the Stewardship Plan, pursuant to Section 4.116.030(e)(6).

For additional questions, contact:

Nick Massaro,

Senior Manager, Consumer Drug Take Back Solutions
1 W. 4t Street

Winston Salem, NC 27101

Email: nicholas.massaro@inmar.com

Phone: 336-770-1992

V. Collection System for Unwanted Covered Drugs

Ordinance 04736 Section 4.116.040(b)

A. Convenience

Ordinance 04736 Section 4.116.050(b)(1)
Ordinance 04736 Section 4.116.050(b)(3)

Inmar will set up a Collection System that provides convenient and equitable access to Residents
across the County as outlined in the Ordinance 04736 Section 4.116.050(b)(1). Drop-off sites are
searchable to Residents in Google Maps, simply by typing “Drug Disposal,” or other similar phrases in
the Google Maps applications.

Pursuant to Ordinance No. 04736 Section 4.116.050(b)(1) Inmar will seek to establish a minimum of
one Drop-off Site for every 20,000 Residents throughout the County, geographically distributed to
provide reasonably convenient and equitable access. We will ensure there are never less than five
Drop-off Sites per Supervisorial District, as required by Ordinance No. 04736 Section 4.116.050(b)(1).

In accordance with Section 4.116.050(b)(3) of the Ordinance, Inmar will give preference to locating
Drop-off Sites at Retail Pharmacies and law enforcement agencies (LEAs). Additionally, Inmar will
prioritize locating Drop-off Sites in areas not served by other approved Plan Operators. A person may
offer to serve as a Collector voluntarily or may agree to serve as a Collector in exchange for
incentives or payment offered by Inmar pursuant to Section 4.116.050(a) of the Ordinance.

The below charts represent Inmar’s plan to meet the convenience standard described above. The
data used comes from the County of San Mateo 2017-2019 Profile from the City Manager’s Office
(https://lwww.smcgov.org/media/3181/download?inline=). According to known population data, Inmar
will plan to provide a minimum of 51 Drop-off Sites in the County. Drop-off Sites will be established
across all 5 Supervisorial Districts and in unincorporated areas based on population. As presented,
Inmar will exceed the minimum requirements of 5 Drop-off Sites per district. Appendix B-1 includes a
list of locations confirmed as Authorized Collectors.

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
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Districts # of Kiosks (minimum)

District 1 — Dave Pine 10

District 2 — Carole Groom 9

District 3 — Don Horsley 11

District 4 — Warren Slocum 9

District 5 — David Canepa 12

Total 51

Population | Supervisorial District

Atherton 7,167 3 1
Belmont 27,218 2,3 2
Brisbane 4,282 5 1
Burlingame 30,459 1 2
Colma 1571 5 1
Daly City 106,562 5 6
East Palo Alto 29,662 4 2
Foster City 33,477 2 2
Half Moon Bay 12,657 3 1
Hillsborough 11,451 1 1
Menlo Park 33,449 4,3 2
Millbrae 22,795 1 2
Pacifica 39,260 3 2
Portola Valley 4,353 3 1
Redwood City 85,288 4 )
San Bruno 43,185 1,5 3
San Carlos 29,931 3 2
San Mateo 105,536 2 6
South San Francisco 67,271 1,5 4
Woodside 5,561 3 1
Unincorporated 64,000 1,3,4,5 4
San Mateo County Total 765,135 51

Procedures for finding and contacting potential Collectors
Appendix B-3 includes a list of potential locations contacted by Inmar which would utilize a Kiosk as
the Collection Method upon becoming a Collector.

When determining eligible Retail Pharmacies for potential Kiosk locations Inmar uses the National
Registry of Pharmacies, as well as looking at current clients who qualify and who do not currently
participate with other approved Plan Operators. Other online resources are used for determining
eligible LEAs and potential Mail-back Distribution Sites such as county and city websites, SAMHSA
(Substance Abuse and Mental Health Services Administration), etc. Contact is then made by letter,
email and/or phone.

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
Section 4.116.110(g) of the San Mateo County Ordinance (Ch. 4.116) for the purposes of making it available to the public for review and comment. 7
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List of Law Enforcement Agencies Contact by Inmar

Inmar made attempts to contact the following LEAs that do not currently participate as Authorized
Collectors. Notes from the calls are included below. Inmar will continue to reach out to the Atherton
Police Department and Colma City Police Department in an attempt to place Kiosks for the Program.

Atherton Police Department 83 Ashfield Road, Atheron, CA Contacted 1/10, 1/12, 1/17 - no response

94027 to date
Foster City Police Department = 1030 E Hillsdale Blvd, Foster 1/10/2023 - spoke with the Chief Asst.
City, CA 94404 The PD leadership chose not to

participate in the Program because their
lobby is too small for placement of a
Kiosk and the greater area around the PD
is already saturated with Kiosk
placements including two blocks from the

PD at CVS.
Colma City Police Department | 1199 El Camino Road, Colma, Contacted 1/10, 1/12, 1/17 - no response
CA 94014 to date

Annually, Inmar will review any potential Authorized Collection locations against the Board of
Pharmacy License directory to validate if the location holds an active retail, hospital or clinic license.
Additionally, sites will be required to provide evidence of current DEA registration. Inmar will notify the
Director as new Authorized Collection Sites become operational. Such notification will include the
Authorized Collector’s contact information.

Inmar will establish mail-back distribution locations to supplement service in any area underserved by
Drop-Off Sites. Inmar currently has Rx Returns clients in San Mateo County, of which many are Retalil
Pharmacy clients. Inmar will evaluate and contact these Retail Pharmacies as potential Drop-Off
Sites or Mail-Back Distribution Sites as needed. Inmar will utilize hospitals with on-site Pharmacies
and law enforcement agencies as necessary to meet the goals of equitable and reasonably
convenient access for Residents across San Mateo County. However, it is our expectation that the
majority of Drop-Off Sites will be Retail Pharmacies. Appendix B-2 represents a list of confirmed Mail-
Back Distribution Sites. Appendix B-4 represents a list of potential Mail-Back Distribution Sites.

It is Inmar's intention not to duplicate any locations for Kiosk placement with existing plan operators. If
necessary and upon plan approval, Inmar will coordinate with existing plan operators on how to
manage a Kiosk at the same location. Inmar will not approach sites that are currently being serviced
by other approved Plan Operators until minimum convenience goals have been met. All Covered
Drugs will be accepted at Drop-off Sites operated by more than one Stewardship Plan.

The below maps represent coverage of San Mateo County, upon plan approval, by the current list of
confirmed Drop-off Sites. Each map includes both Drop-off Sites as well as Mail-Back Distribution
Sites. The maps serve to demonstrate coverage at both a 5 mile radius and 15 mile radius from the
Drop-off Sites.

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
Section 4.116.110(g) of the San Mateo County Ordinance (Ch. 4.116) for the purposes of making it available to the public for review and comment. 8
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B. Kiosk Specifications and Design

Ordinance 04736 Section 4.116.040(b)
Ordinance 04736 Section 4.116.050(d)

Inmar’s Kiosk is made in the USA and designed for excellence. Produced from 16 gauge cold-rolled
steel, and with an easy-to-use, Americans with Disabilities Act (ADA)-compliant drop-box design,
Residents can easily drop unused medications through the Drop-door and into the shippable
Container with Inner Liner inside. The Container is a 275Ib rated box with a 6 mil, DEA-compliant
liner.

There are several unique features that enhance the effectiveness and security of the Inmar Kiosk. For
example, the top of the Kiosk is sloped, limiting the ability to stack items on top. In addition, the drop
slot features an extended metal Drop-door that lowers into the Container to detect when product
capacity is reached. When the Drop-door encounters resistance within the Kiosk, it is an indication
that it is time to change the Container. This manual capacity indicator eliminates the need to change
batteries and/or sacrifice the location of the Kiosk to be in proximity to an electrical outlet. Lastly, the
Container access door is reversible to allow for convenient placement in any appropriate location in
the Pharmacy.

Per DEA requirements, the Kiosk must be installed in the line of sight of the Pharmacy and bolted to
the floor or a permanent fixture. The Inmar Kiosk has pre-drilled holes in the bottom for easier
installation. It also features a 4-point locking system with steel projections in two center locations and
the top and bottom of the door that are activated when locked for strengthened security. Top and
bottom deadbolt locations are hidden from the outside to prevent break-ins.

The Inmar Kiosk will have signage that communicates what is and is not allowed to be placed inside.
The signage will also feature a website and toll-free telephone number so users of the program can
ask questions and find more information. Inmar will work with the Environmental Health Division of
the County of San Mateo to design signage that meets the needs and requirements of the program.
See Appendix C for examples of signage.

Inmar’s DEA- and ADA-compliant Kiosk is sent to the Authorized Collector along with enough
supplies for 3 returns. Supplies include:

e Pre-addressed, pre-paid serialized Containers

e Serialized Inner Liners to protect against puncture and provide a liquid barrier

o Easy-to-use, serialized zip ties to seal each Inner Liner compliantly

e Absorbent pad for placement in the bottom of the Inner Liner bag

Pick-Up and Disposal
For the safe on-site removal of contents and servicing of drug take-back Kiosks, Inmar abides by the
DEA regulations in 21 CFR 1300 et al.

Inmar will work with each Authorized Collector to develop a collection program schedule that works
specifically for their location - either an on-site or self-service option as outlined below.

With either of the service models outlined below, the focus will be on each Authorized Collector to

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
Section 4.116.110(g) of the San Mateo County Ordinance (Ch. 4.116) for the purposes of making it available to the public for review and comment. 10
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develop a program that works specifically for their location.

A support help desk will also be established that will assist the Authorized Collectors with set-up,
administration and operation of the Kiosk at the collection sites.

Standard Self-Service Returns

Inmar will train Authorized Collectors to service the Containers on their own to allow for expedited
servicing as desired. The steps to service a Container are fast, efficient, and DEA-compliant. Inmar
will provide Authorized Collectors with training materials including step-by-step instructions for
tracking, sealing, replacing, and shipping collection Containers. See attached Steps to Start, FAQs,
and Installation Instructions provided Appendix D.

Optional On-Site Pick-Up Service

Inmar may offer on-site service for the collection, replacement, and shipping of full Containers. On-
site service will be provided by a qualified service representative. To remain compliant with the DEA,
the Authorized Collector will need two employees to oversee the service process with the Kiosk.

Auto-Replenishment of Kiosk Supplies

Auto-replenishment of the supplies needed to collect and transport returned medications is provided
in “kits” of three. Each kit includes: pre-labeled and pre-paid cardboard box Containers, liquid
barriers, and serialized, puncture-resistant Inner Liners. Upon receipt of the second return within the
kit, Inmar automatically ships another kit with a set of three Containers/supplies. This auto-
replenishment reduces the amount of inventory maintained at the collection site while maintaining
sufficient replacement supplies to keep the Kiosk continuously operable.

Figure 1: Kiosk Supply Auto-Replenishment Kit

© Inmar 2023. Inmar authorizes the posting of the plan dated September 9, 2022 in accordance with the California Public Records Act, as well as
Section 4.116.110(g) of the San Mateo County Ordinance (Ch. 4.116) for the purposes of making it available to the public for review and comment. 11
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Optional On-Site Pick-Up Service
Inmar will offer on-site service for the collection, replacement and shipping of full Containers. This
all-inclusive program removes the burden for the Authorized Collector and the Pharmacy staff.

Inmar will initiate standard service intervals for each collection site. Once a pattern of usage has
been established, the service schedule will be adjusted with the agreement of the Authorized
Collector to provide the best overall service with minimal interruption.

Inmar will work with the Authorized Collector to adjust the schedule based on utilization of the
receptacle.

The “Pre-Scheduled Service Event” will include:
e Observation of the condition of the receptacle upon arrival
e Notification to the Pharmacy personnel of arrival
e Coordination of 2 Pharmacy Employees to witness change out of receptacle supplies
e Removal, packaging, and documentation of the Container from the receptacle
e Replenishment of new supplies for renewed operation
e General clean-up and wipe down of receptacle
¢ Notation of Container serial number removed, and serial number installed along with
signatures by 2 Pharmacy Employees (witnesses)
e Removal of full Container to be placed behind the Pharmacy counter to await FedEx pick up.
e Final signature from Pharmacy personnel of completion of Service Event.

*At no point will the Authorized Collector have to store the packaged Container for longer than 48
hours after calling FedEx.

Regardless of the service model selected, Inmar has a long standing contractual relationship with
FedEx and therefore has multiple internal and external contacts. Inmar’s procurement and operations
teams have direct relationships with personnel at FedEx corporate office. Should an issue arise with
the standard 48 hour service level agreement, these contacts will be leveraged daily for mitigation of
further issues as well as any needed general support. Detailed FedEx contact information can be
found in Section V.

Inmar will periodically monitor all Container FedEx shipment tracking numbers from Pharmacy
locations to the designated reverse distributor as designated in Section V.

Our training with both the retail Pharmacy technicians and Inmar technicians include documentation
which details the steps required to schedule FedEx pickups of the full Containers. Inmar conveys this
training both in written and oral format.

For locations where Inmar technicians aren’t regularly servicing Kiosks, Inmar has established
several processes for issues to be mitigated. Aside from visual inspection when locking and unlocking
the Kiosk for use during Pharmacy hours, Pharmacy staff are provided with the following resources
should they experience issues with the Kiosk:

e Email the take-back@inmar.com inbox which is monitored by a large team of full
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time workers and issues can be quickly triaged and handled.

Inmar has a team of full time staff members dedicated to the program that will regularly visit Kiosk
locations to review and audit locations for program compliance.

C. Mail-Back Envelope Program
Ordinance 04736 Section 4.116.050(b)(5)

As required by Ordinance 04736 Section 4.116.050(b)(5), Inmar will provide prepaid and pre-
addressed Mailers, free of charge, to all Residents including disabled or homebound County
Residents. Mailers will be provided at Mail-Back Distribution Sites, and will also be available directly
from Inmar via the program website and toll-free phone number.

Inmar will offer Mail-Back Services at multiple retail locations throughout the County. In locations
where Inmar needs to offer Mail-Back Services to supplement the requirements for the convenience
standard, our plan is si