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Housekeeping

e All lines will be muted

 Questions can be sent to us via the
guestion/chat box

« We will record webinar and post online
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Environmental Assistance Center

Phone: 1-800-NO2-WASTE
(1-800-662-9278)

Hours: 8:00 AM to 4:30 PM
Monday — Friday

Compliance Assistance Services Include:

Air Environmental Audit Privilege
Waste Brownfield Redevelopment
Water Release Reporting

Site Clean-up Permit Coordination
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Detroit Medical Center
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Environment of Care and Sustainability Officer
Bronson Methodist Hospital
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Pharmacy Director
Karmanos Cancer Center




Webinar Topics

History MHA Guide Development
MHA Guide Overview

Developing a Pharmaceutical Waste
Program - 10 Step Process

Panel Question & Answers




Why Do | Need to Know All of This?

Hazardous waste and liquid industrial waste regulations...

v Apply to all businesses, including municipalities,
hospitals, & service industries, not just manufacturing
Industries

v Are written broadly to address hazards posed by all
waste streams

Approximately 15% of pharmacy’s inventory meets the
definition of hazardous waste




Why Do | Need to Know All of This?

Mixing different waste types:

« changes the handling/disposal requirements

e can have significant disposal cost implications

e can resultin exposure or non-compliance liabilities




MHA Guide History




Historical Review




Common Health Care Violations




Common Health Care Violations




Historical Review




Engaging DEQ




Preparation for Meeting with
DEQ: Survey




Survey Objectives




Survey Objectives




Challenging Waste Decisions




Challenging Disposal Options




Results of Meeting




Health Care Perspectives




DEQ Perspective




Health Systems Represented




Regulatory Representatives




Disposal Vendors & Others




Pharmacy Group Objectives




Committee Results




Committee Results




Initial Guide Timeline




DEA Rulemaking Status




EPA Rulemaking Status




EPA Rulemaking Status




Revised Guide Timeline




MHA Guide Overview

Christine Grossman,
Office of Environmental Assistance, MDEQ




MHA Guide Overview

Why the concern —

Pharmaceuticals are an emerging contaminant

Since 1999 USGS samples have detecting low
levels of pharmaceuticals in the environment

No know human health impacts

Concern due to their presence in source waters
used for our drinking water




MHA Guide Overview

Why was the guide developed —

 Provide a single resource to understand of
Michigan’s pharmaceutical waste regulations

 Highlight incineration as the preferred disposal
option

o Streamline waste handling to help meet the many
other requirements that apply to hazardous
pharmaceuticals in health care (patient & worker
protection, DEA requirements, etc.)




MHA Guide Overview

Why was the guide developed —

« Encourage the use of best management practices
In handling hazardous pharmaceuticals

 Provide a collective understanding of practical
approaches used in health care to handle
common pharmaceutical wastes

e |Increase awareness and education on the
Michigan pharmaceutical waste requirements




MHA Guide Overview

The guide Is atool for . ..

e understanding target compliance options for
common health care wastes

» selecting the best management option(s) for a site

 understanding best management practices for
handling hazardous pharmaceuticals




MHA Guide Overview

The Guide...

e Is completely optional
 does not constitute any new rulemaking or new
requirements

e does not cover waste characterization & generator
status; recordkeeping; training & contingency
planning; etc.

Going “off-guide” is completely appropriate,
acceptable, and anticipated; however, the waste
must be managed to meet the statute and rules.




Guide Content/Format

Guide Background/Purpose
How to Use the Guide
Regulations Considered
Guide Glossary

Guide Sheets -

— Waste category defined

— Include/exclude tables

— Storage and labeling requirements
— Transport requirements

— Recordkeeping requirements

— Disposal requirements




General Guide Use Tips

Review guide

Determine your waste types
Evaluate options (segregate vs commingle)
Evaluate vendor costs

Se
Im

ect compliance option(s)

nlement compliance option(s)

Perform self audits




Guide Sheets

Bulk Haz Pharm -

Includes hazardous waste (characteristic
& listed) pharmaceuticals, NIOSH
hazardous drugs, investigative chemo
agents, hazardous pharmaceutical spill
clean-up material, hazardous
pharmaceutical contaminated PPE, and
may include P-listed compounding
sharps if vendor approved as non-
Infectious




Guide Sheets

Bulk Haz Pharm —

Outlines management standards
for meeting the Rule 306, Part
111 generator exemption for
(LQG 90 day and SQG 180 day)

Includes BMP to manage NIOSH
hazardous drugs and
Investigational chemo as a
hazardous waste




Guide Sheets

Trace Chemo —

Includes materials exposed during
chemo administration but not
known to be contaminated with
chemo agents, may include
medical waste if preferred

Guide Sheet outlines management
standards for solid waste in Part 115
and medical waste generators per Part
138 of Public Health Code




Guide Sheets

Universal Waste Pharm —

Includes all Bulk Haz Pharm wastes
except spill material and contaminated
PPE

may include non-haz pharm if desired

Guide sheet outlines management standards for
meeting Part 111, Rule 228, universal waste
standards, and meeting the liquid industrial waste
generator standards found under Section 12103
of Part 121




Guide Sheets

Universal Waste Pharm —

Primary benefits of managing materials as
universal waste include:

Longer storage time (1 year)

Weight of waste not counted in hazardous waste
generator status

Not subject to satellite accumulation
requirements (can “double satellite™)

Less labeling




Guide Sheets

Universal Waste Pharm —

Potential benefit in managing materials as
universal waste include a reduction in the site’s
generator status and a reduction in the
environmental compliance requirements

See Table 2.6 in Chapter 2 of the DEQ guidebook
at to compare the
compliance requirements for the different
hazardous waste generator types




Guide Waste Categories

Non-Haz Pharm

Includes all non-hazardous
pharmaceutical wastes, solid,
liquid, paste or aerosol

BMP provisions exclude NIOSH haz drugs and
Investigative chemo agents from management
under this Non-haz Pharm Guide Sheet and
recommends they be managed under the Bulk Haz
Pharm Guide Sheet as a hazardous waste




Guide Waste Categories

Non-Haz Pharm

Can include exempt hazardous waste from a
Conditionally Exempt Small Quantity Generator
(CESQG) waste - site maintains generation records
proving exempt status and otherwise lawfully
handles/disposes of waste

CESQG waste exempted from hazardous waste
regulations still has unique handling requirements,
so check your vendor on CESQG waste




Guide Waste Categories

Non-Haz Pharm

Guide sheet outlines management standards for
meeting the liquid industrial waste generator

requirements found under Section 12103 of
Part 121




Guide Waste Categories

Mixed/Dual Pharm —

Includes vaccinations with a live or
attenuated virus preserved with

thimerosol, pharm waste inadvertently mixed
with medical waste may include P-listed sharps
from compounding and/or intracavity chemo
and body fluids (check with disposal vendor)




Guide Waste Categories

Mixed/Dual Pharm —

Guide sheet outlines management standards for
both the hazardous waste regulations under Rule
306 of Part 111 and medical waste provisions
under the public health code.

Intracavity chemo (after use/administration) is
managed as a hazardous waste as a BMP




Example Pharm Posting

Example Pharmaceutical Chart

Sanita Hazardous Universal Dual Medical

* Empty * Approved +Haz drug & * Non-empty -« incavity +* Empty * Body
containers Non-haz IV  compounding vials, bottles chemo containers fluid
- D5W equipment - Non-empty, - haz » Non-spill - Infect
_NaCl « Partial, unused  no needle P-listed gowns & - Virus
haz drug syringe sharps PPE *Sharps

- Saline
. - bottles (check
FDA Cntrl -lVs vendor)

(required) .z drug spill « thimersol
‘ clean-up & PPE wilive or

* Invest chemo attnated
* Nitro, unless / virus
Water marked .
Treatment * N ocal LT
o t Waste Clave
: Incinerator
l (requires Hazardous Shredded

approval) Waste
Incinerator * *

s, il
collectionsystem  Dischargeto

dischargeto Ground water Ash *

ground water or ar

surface water surface water Hazardous ,
Waste Landfill Landfill leachate collectionsystem

dischargeto groundwater or surface water




How to Use the Guide

Pick your compliance option (on or off
guide) —

e Segregate or commingling hazardous and
non-hazardous pharmaceutical waste?

e Some sites segregate haz from non-haz,
then manage segregated haz as Universal
Waste for the greater flexibility in handling
and reducing their generator status




How to Use the Guide

e Segretation —

e Use Bulk Haz Pharm, Trace Chemo,
Non-haz Pharm, and Mixed/Dual Pharm
Guide Sheets

« Comminging —

e Use Universal Waste Pharm, Trace
Chemo, and Mixed Medical Waste Guide
Sheets




How to Use the Guide

How to use the quide —

e View the on-line, on-demand recorded
webinars in the

at
www.michigan.gov/degworkshops to fill
any knowledge gaps

 Drill down into more information in the
guide at www.michigan.gov/deqghealthcare

under “Waste Health Care Resources”




MHA Guide Recap




MHA Guide Overview & Recap

Most of Michigan’s pharmaceutical waste
regs have been in place since 1980

EPA not updated the hazardous waste
lists to include newly developed
hazardous drugs since the 1980s

Managing OSHA haz drugs & investigative
chemo as a haz waste will help achieve
patient and worker protection standards
and maintain licensing/accreditation




MHA Guide Overview & Recap

The MHA Pharm Guide advocates t
of best management practices (BM

ne use
PsS) In

handling pharmaceutical waste anc
not establish any new requlations

does

The MHA Pharm Guide is one of many

health care tools that can be use to
streamline waste management deci
and achieve compliance

slons




MHA Guide Overview Recap

EPA intends to update the list of hazardous
waste pharmaceuticals to include drugs

developed since 1980s and known to be
hazardous

The MHA Pharm Guide is intended to help
Michigan health care providers achieve

compliance with existing regulations and be
ready to meet new regulations




MHA Guide Overview Recap

Once an established pharmaceutical waste
management program is in place, consider self
audits using DEQ inspection forms

Forms are on-line at
after selecting “Hazardous and Liquid Industrial
Waste Management” twice, lower right side

Look for new resources at

Call EAC at 1-800-662-9278




Developing a Pharmaceutical
Waste Program




Developing a Pharmaceutical
Waste Program




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




10-Steps to Managing
Pharmaceutical Waste




Questions?

Type your question into the
chat/question bar




Compliance Resources




www.michigan.gov/deqworkshops




Compliance/Environmental
Break-out

More Questions on DEQ
Pharmaceutical Disposal Requirements?

e Contact the Environmental Assistance Center

THANK YOU
FOROPRDVEE NG

. M&hﬁ%@?é"ssman at 517-3/73-0590
ENVIRONMENT!




