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Disclaimer

This document does not establish any new requirements. Rather, it summarizes existing
regulations and provides guidance to States pertaining to State Plan development under Section 129 of
the Clean Air Act as amended in 1990.



HOSPITAL/MEDICAL/INFECTIOUS WASTE INCINERATOR EMISSION GUIDELINES
IMPLEMENTATION DOCUMENT SURVEY

PLEASE PRINT CLEARLY and usethe back of thisform if you need additional room
1. How did you hear about this document?

9 TTN 9 Unified Air Toxics Web Site
9 EPA’s HMIWI Satdlite Course 9 Other

2. Haveyou ever used an EPA guidance document before? 9 yes 9 1o

If yes, did you find this document to be 9 more useful, 9 lessuseful, or 9 about the same as
other EPA documents you have used?

3. What did you like about this document or what helped you most (be specific if possible):

4. What did you not like about this document or what helped you the least (be specific if possible):

5. Arethere any things you would change about this document (e.g. formats, excluding some things or
including other things that were not in the document):

6. Did you find the over usage of this document to be:

9 extremdy useful 9 S0-0 useful
9 very useful 9 Not useful a all






Executive Summary

Air pollution emissons from the incineration of hospital waste and medica/infectious waste are
regulated by Federa rules promulgated to implement the Clean Air Act asamended in 1990. This
document addresses the regulations that have been developed for
hospital/medical/infectious waste incinerator(s) (HMIWI) under sections 111 and 129 of the Clean Air
Act. Section 111 of the Clean Air Act addresses Standards of Performance for Stationary Sources.
Section 129 addresses Solid Waste Combustion.

Federa rules promulgated in the Code of Federal Regulations (CFR) that affect the combustion
of hospitdl waste and medica/infectious waste include:

(1) Emission Guiddines and Compliance Times for Hospita/Medica/Infectious Waste
Incinerators [40 CFR Part 60, subpart Ce] (The Emission Guidelines apply to existing HMIWI
that commenced construction on or before June 20, 1996);

(2) Rules governing the Adoption and Submittal of State Plans for Designated Facilities [40
CFR Part 60, subpart B]; and

(3) Standards of Performance for Hospital/Medica/Infectious Waste Incinerators for Which

Construction is Commenced After June 20, 1996 [40 CFR Part 60 subpart Ec].

Unlike the subpart EC New Source Performance Standards, which apply directly to new
sources, States are to develop a State Plan in order to compel existing sources to meet the Emission
Guidelines. Together, subpart B and subpart Ce specify the State Plan content and the generd rules for
adopting and submitting State Plans. Working with EPA Regiond Offices and States, the EPA Office
of Air Quality Planning and Standards has produced this guidance document to assist States in ensuring



submitting State Plans; and section 3 discusses the required elements of a State Plan. The appendices
to this document contain reference and explanatory materids, including: (1) frequently asked questions
and answers; (2) copies of the HMIWI NSPS and Emission Guiddines; (3) afact sheet onthe
Emisson Guiddines, (4) darifications of the requirements and gpplicability of the Emisson Guiddines,
(5) contacts for further information; (6) emisson factorsfor caculating HMIWI ar pollutant emissons,
and (7) references on hedth effects of pollutants.

On September 15, 1997 the EPA adopted (1) Emission Guidelines for existing HMIWI and
(2) New Source Performance Standards for new HMIWI. The Clean Air Act requires that State
regulatory agencies implement the Emission Guiddines according to a State Plan developed under
sections 111(d) and 129 of the Clean Air Act, and that they submit the State Plan to EPA within 1 year
after EPA's promulgation of the Emisson Guiddines (i.e.,, by September 15, 1998).

State Plans must contain specific information and the lega mechanisms necessary to implement
the Emisson Guiddines. The minimum requirements are listed below.

1 A demongtration of the State's lega authority to carry out the section 111(d)/129 State
Pan and identification of enforceable mechanisms, including:

- alig in the enforcement section of the State Plan indicating the consequences
for sources not in compliance and the authority under which a State can shut
down/close a source, and

- areference to section 129(f)(3) (“PROHIBITION") which prohibits a plant
from operating if it does not comply with the standard.

- adeauate authoritv to enforce the recordkeenina and notification reauirements



10.

11.

12.

13.

- a datement preceding the inventory which says that sources subject to the
standard “includes but are not limited to” the inventory in the State Plan, and

- an additiona statement that says, “should another source be discovered
subsequent to this notice, there will be no need to reopen the State Plan.”

An inventory of emissons from HMIWI operating in the State.

Emission limitations for HMIWI that are at least as protective as those in the Emission
Guiddines.

Compliance schedules (including increments of progress for compliance schedules
which extend beyond 1 year after State Plan approval).

Testing, monitoring, and ingpection requirements at least as protective asthose in the
Emission Guiddines.

Reporting and recordkeeping requirements at least as protective as those in the
Emisson Guiddines.

Operator training and qudification requirements at least as protective asthosein the
Emisson Guiddines.

Reguirements for development of a Waste Management Plan &t least as protective as
those in the Emisson Guiddines

A record of public hearing(s) on the State Plan.
Provision for State progress reports to EPA.
Title V permit gpplications due date.

A find compliance date not later than 3 years after gpprovd of the State Plan or
September 15, 2002, whichever is earlier.!



Plan. Plan gpprova or disapprovad will be published in the Federad Regigter. If aPlan is disapproved,

EPA will state the reasons for disapprova in the Federal Regigter and give the State opportunity to

respond to EPA's concerns and submit arevised Plan. A Federa Plan will be developed for each
State that does not have an approved Plan in place by September 15, 1999.

Based on the EPA’ s 1995 inventory of HMIWI subject to the Emission Guiddlines, the tota
combustion capacity of the HMIWI subject to the Emission Guideines is approximately 846,000 tons
per year. According to the inventory, 26 percent of the HMIWI (which represent 67 percent of the
U.S. HMIWI combustion capacity) employ some kind of add-on air pollution control device (APCD).
An additiona 42 percent of the HMIWI population (which congtitute approximately 22 percent of the
U.S. HMIWI combustion capacity) are believed to have good combustion.? Most of these units will
require retrofit of an APCD to meet the Emisson Guiddines. The remaining 32 percent of existing
HMIWI (11 percent of the U.S. HMIWI combustion capacity) is likely to require retrofit of good
combustion and an APCD in order to meet the emisson limits. The table below presentsthe
gpproximate number of HMIWI in each State. The figure below shows the location of the HMIWI.



Approximate Number of Hospital/M edical/l nfectious
Waste Incineratorsin Each State

EPA Region State Approximate Number of HMIWI?
I Connecticut 25
Massachusetts 109
Maine 36
New Hampshire 17
Rhode Idand 11
Vermont 3
[l New Y ork 18
New Jersey 61
Puerto Rico
Virgin Idands b
"l Virginia 65
Delaware
Didrict of Columbia
Maryland 82
Pennsylvania 72
Wed Virginia 14
vV Florida 44
Georgia 103
North Carolina 90
Alabama 54
Kentucky 37
Missssippi 21




Approximate Number of Hospital/M edical/l nfectious
Waste Incineratorsin Each State, Continued

EPA Region State Approximate Number of HMIWI1#
Vv Minnesota 119
Wisconsan 10
lllinois 108
Indiana 92
Michigan 287
Ohio 126
VI Arkansas 39
Louisana 92
New Mexico b
Oklahoma 32
Texas 63
VII lowa 34
Kansas 114
Missouri 59
Nebraska 33
VIII Colorado 39
Montana 5
North Dakota 76
South Dakota b
Utah 2
Wyoming 7




Approximate Number of Hospital/M edical/l nfectious

Waste Incineratorsin Each State, Continued

EPA Region State Approximate Number of HMIWI1#
IX Arizona 14
Cdifornia 23
Hawali b
Nevada b
X Alaska b
Idaho 12
Oregon b
Washington 31
Tota 2,373

2 The gpproximate number of HMIWI is based on data gathered in 1995. The number of HMIWI in
each State may have changed since development of the 1995 inventory.
b Not known at present.
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1.0 I ntroduction

The purpose of this document isto assst the State air regulatory agenciesin developing
State Plans which will implement regulations controlling air pollutant emissons from hospital/medical/
infectious waste incinerator(s) (HMIWI). Under the Clean Air Act as amended in 1990, the United
States Environmenta Protection Agency (EPA) is required to develop regulations to control air
pollutant emissions from HMIWI. Emissions from new HMIWI are addressed by standards of
performance for new sources (New Source Performance Standards [NSPS]), and emissions from
exising HMIWI are addressed by guiddines for existing sources (Emisson Guiddines). The EPA
promulgated the NSPS (subpart Ec) and Emission Guidedines (subpart Ce) for HMIWI on
September 15, 1997. States are to develop State Plans to implement the Emission Guidelines for
existing sources and submit the State Plans to EPA by September 15, 1998. This document provides
State agencies information on the required content of these State Plans.

11 Organization of this Document

This document brings together the information on the relevant parts of the various
regulations that affect existing HMIWI congtructed on or before June 20, 1996. These regulations
were developed under section 111(d) and section 129 of the Clean Air Act. Theregulations are
codified in title 40 of the Code of Federd Regulations (CFR) Part 60. The CFR rulesinclude
(1) Adoption and Submittal of State Plans for Designated Facilities (subpart B) and (2) the Emission
Guiddinesfor exising HMIWI (subpart Ce).



Table 1-1. Appendicesto This Document

Appendix Title

>

Answers to Questions About the Emission Guiddines and State Plan Process
Key Elements of an Acceptable Section 111(d)/129 State Plan
Emission Guiddine Fact Sheet (40 CFR 60 Subpart Ce)
Applicability of the HMIWI Emission Guiddines

HMIWI Implementation Timdine

EPA Regiond and State/Loca Agency Contacts

HMIWI Emission Inventory

References on Hedlth Effects

NSR Permit Requirements for HMIWI

Clean Air Act Section 111(d)

Clean Air Act Section 129

40 CFR 60 Subpart B

40 CFR 60 Subparts Ce (EG) and Ec (NSPS)

Example Exemption Clam Forms
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1.2 Clean Air Act Requirements

Section 111(d) has been included in the Clean Air Act since the 1970's and requires
EPA to establish procedures for submisson of State Plans for implementing Emission Guiddines. The
firs Emission Guiddine adopted was for sulfuric acid plantsin 1977. Other Emission Guiddines have
been adopted since that time. The State Plans implement and provide mechanisms for enforcing the



Municipd Waste Combustors (MWC) smilarly address both section 111(d) and section 129

requirements.)

Detailed procedures for submitting and approving State Plans under section 111(d)
were promulgated by EPA in 1975 as 40 CFR Part 60, subpart B and amended in 1979, 1989, and
1995. The 1995 amendments to subpart B were adopted on December 19, 1995 in the same action
that promulgated the subpart Cb Emission Guidelinesfor MWC. The revisonsto subpart B address
differences between sections 129 and 111(d) of the Clean Air Act. In particular, section 129 requires
that State Plans for HMIWI be submitted to EPA within 1 year after promulgation of the Emission
Guiddines, whereas the subpart B procedures devel oped to implement section 111(d) Plans have a
different schedule. Also, section 129 requires section 111(d)/129 State Plansto be "at least as
protective as the guiddines” whereas section 111(d) dlows States flexibility to consider the remaining
useful life of the source and other factors in developing State Plans and standards. Where section 129
conflicts with section 111(d), the December 19, 1995 revisions supersede otherwise applicable
requirements of subpart B. (See Appendices J, K, and L for the full text of section 111(d),
section 129, and subpart B.) Figure 1-1 demongtrates the relationship between sections 111(d),
section 129, and subpart B.

1.3 Emission Guiddlines

The Emission Guiddines for HMIW!I were promulgated on September 15, 1997
(62 FR 48347), and codified in 40 CFR Part 60, subpart Ce. An outline of the Emisson Guiddinesis
presented in Table 1-2. The Emission Guidelines apply to existing HMIWI that commenced



Figure 1-1. Relationship Between Section 111(d), Section 129, and Subpart
B

Statues Rules, Regulations, and Procedures
CAA 40 CFR Part 60
Section 111(b) NSPS---->Generd provisons--> subpart A
(new sources) Source category NSPS --> subpart D-ZZZ
Section 111(d) EG------> Procedures (State Plan) --> subpart B - amended to allow additional directions specified
(exigting sources) in section 129
Source category EG -->subpart Cb (MWC), Ce (HMIWI), . ..
Section 129° Provides more specific directions above sections 111(b) and 111(d) for those solid waste
combustorslisted in section 129.

3 Section 129 was added with the 1990 Amendmentsto the CAA. Section 129 changed section 111(d) in the following ways:
Saerulemust be at least as protective as the EG.
«  Ddetes opportunity for sourcesto have alonger compliance schedule than what the EG specifies.
«  Allows States alonger time for submittal of their State Plan (i.e., 12 monthsingtead of 9 months).

Table 1-2. Outline of the Emission Guidelinesfor HMIWI
(40 CFR Part 60, Subpart Ce)

Section Contents

60.30e Scope

60.31e Definitions

60.32e Designated facilities

60.33e Emisson guiddines

60.34e Operator training and qudification guiddines
60.35e Waste Management Plan

60.36e Ingpection guideines

60.37e Compliance, performance testing, and monitoring guiddines



14 Requirementsfor State Plans

States are to develop section 111(d)/129 State Plans to implement the HMIWI
Emission Guideines and to submit their Plans to the appropriate EPA Regiond Office for gpproval.
The first step for meeting the State Plan requirement is to identify and prepare alist of sources operating
in the State that are subject to the Emisson Guiddines. If there are no sources affected by the Emission
Guiddinesin the State, then the State need only submit aletter of certification caled a negetive
declaration to their EPA Regiond Administrator, and no Plan is submitted.*

All sources, whether they are on the State' s list or not, are subject to the State Plan and
must be in compliance no later than 3 years following State Plan approva or by September 15, 2002,
whichever isearlier. In order to cover sources that might be discovered after submitta of the State
Plan, States should include certain language in the State Plan.  Although a State could choose to revise
the State Plan in order to establish a separate, but equally protective compliance schedule for the newly
discovered source, it is not necessary, provided the State Plan includes the following:

1 A gtatement preceding the inventory which says that sources subject to the
gtandard “include, but are not limited to” the inventory in the State Plan; and

2. In additiona statement that says, “ Should another source be discovered
subsequent to this notice, there will be no need to reopen the State Plan.”

The EPA a0 advises States to include in their State Plan a generic compliance
schedule with which “al other gpplicable sources’ not listed individualy in the State Plan must comply.

Anv newlv discovered source would be bound to that aeneric comoliance schedule,



It is possible that HMIWI that are not operating at the time of State Plan submittal
could reopen as an exigting unit in the future. Such a unit would be considered an existing HMIWI,
assuming it was constructed prior to June 20, 1996.° Therefore, States should make a reasonable
effort to include sources in the inventory which have shut down but have the potentia to reopen.

In order for an HMIWI that shut down to reopen, the State must submit a State Plan to
require retrofit of the necessary air pollution controls before the HMIWI reopens. The revised Plan for
the non-operating unit must contain afina compliance date and legd authority to ensure that the
HMIWI would complete retrofit before reopening. As discussed above, the State does not need to
revise the State Plan in order to require newly discovered sources to retrofit, but rather, need only refer
them to the generic compliance schedule contained in the State Plan. If a source were discovered well
into the compliance time and had aready missed severa increments of progress, it would need to shut
down immediately and remain closed until it had caught up with the increments. Of course, the State
aways has the option of assgning a separate compliance schedule to that newly discovered source, but

in order to do 0, the State would need to revise the State Plan.

States which have HMIWI are required to submit a section 111(d)/129 State Plan. At
aminimum, the State Plan must include the elements listed below.

1 A demondiration of the State's legal authority to carry out the
section 111(d)/129 State Plan and identification of enforceable mechaniams,
induding:

- alig in the enforcement section of the State Plan indicating the
consequences for sources not in compliance and the authority under



- areference to section 129(f)(3) (“PROHIBITION") which prohibits a
plant from operating if it does not comply with the standard.

- adequate authority to enforce the recordkeeping and notification
requirements for co-fired combustors and incinerators burning only
pathologica, low-leve radioactive, and chemothergpeutic waste (see
section 60.32e of subpart(e)).

An inventory of sourcesin the State affected by the Emisson Guidelines,
including to the best of the State’' s knowledge, HMIWI that have shut down
and are capable of restarting, and including:

- a datement preceding the inventory which says that sources subject to
the standard “includes but are not limited to” the inventory in the State
Pan, and

- an additionad statement that says, “ should another source be discovered
subsequent to this notice, there will be no need to reopen the State
Aan.”

An inventory of emissons from HMIWI operating in the State.

Emisson limitations for HMIWI thet are at least as protective as those in the
Emission Guiddines.

Compliance schedules (including increments of progress for compliance
schedules which extend beyond 1 year after State Plan approva).

Testing, monitoring, and inspection requirements at least as protective as those
in the Emisson Guiddines.

Reporting and recordkeeping requirements at least as protective as those in the
Emisson Guiddines.

Onperator trainina and aualification reauirements at least as protective as those



12.  TitleV permit gpplications due date.

13. A find compliance dete not |ater than 3 years after approval of the State Plan
or September 15, 2002, whichever is earlier. ©

The State Plans are due to EPA by September 15, 1998. Table 1-3 isa cross check
of subpart B requirements and of whether or not each section appliesto HMIWI. Table 1-3 dso
indicates where the HMIWI Emission Guiddines (subpart Ce) and section 129 of the Clean Air Act
override specific provisons of subpart B. The EPA published policy guidance for subpart B in 1977.
That guidance applies to the HMIWI Emission Guiddines except where overridden by the changes
introduced in section 129 of the Clean Air Act of 1990 and subpart Ce.



Table 1-3. Regulationsfor Adopting and Submitting State Plans
(40 CFR 60 Subpart B)

Section Number
and Title Generd Contents Does the section Apply to HMIWI ?
60.20
"Applicability" Subpart B gpplieswhen find Yes, find HMIWI Guiddines (subpart Ce) were
Guiddines are promulgated published September 15, 1997 so subpart B now
(i.e., subpart Ce). appliesto HMIWI.
60.21
"Definitions’ Definitions of key terms. Definition of "designated pollutant" in subpart B
does not apply to HMIWI. Subpart Celistsnine
HMIWI pollutants that are covered.
Definition of "designated facility” in subpart B is
defined in subpart Ce as each HMIWI for which
congtruction commenced on or before June 20, 1996.
60.22

"Publication of guiddine
documents, Emisson
Guiddines, and find
compliancetimes'

Descriptions of contents of Emission
Guiddinesto be developed by EPA.

Yes Guiddinesfor HMIWI (subpart Ce) have been
developed and published as required
(September 15, 1997 [62 FR 48347]).

60.23

"Adoption and submittal
of State Plans, public
heerings'

Schedules and proceduresfor States
to follow in developing and
submitting State Plans.
Requirementsfor public hearings on
Sate Plans.

Yes, except for 60.23(8). Section 129 specifiesthat
State Plans for HMIWI be submitted 1 year after
publication of subpart Ce (i.e., September 15,
1998).

60.24
"Emisson standards’ and
compliance schedules’

Sate Plans mugt include emission
standards and compliance schedules.
State Plans may be more or less
stringent than the Guiddines.

Y es, except 60.24(f) does not apply. Subpart Ce
and Section 129 specify that State Plans must be "at
least as protective" asthe Guiddlines.

60.25
"Emission inventories, Pansmustincludeaplantinventory | Yes
source surveillance, and an emissionsinventory and
reports’ provisionsfor monitoring
compliance. States must submit
progress reportsto EPA.
60.26
"Legd authority” Plans must demonstrate that the Yes

State haslegd authority to carry out
the Plan as s ihmitter].




Table 1-3. Continued

Section Number
and Title Generd Contents Does the section Apply to HMIWI ?
60.27
"Actions by the Proceduresfor EPA review and The schedulesin 60.27 do not apply. For HMIWI,
Adminigtrator” gpprovd or disapproval of Plans. section 129(b)(2) of the Clean Air Act dlows
Federd Planswill be developed if 6 months for EPA to approve or disapprove State
States have not submitted Plans. The EPA will implement a Federd Plan per
gpprovable Plans. section 129(b) for dl States (with affected sources)
which do not have an EPA gpproved State Planin
place by September 15, 1999 (2 years after
promulgetion).
60.28
"Plan revisons by the Procedures for revison of Plans. Yes.
State”
60.29
"Plan revisons by the Procedures for revision of Plans. Yes
Adminigtrator"
15 Relationship Between the Section 111(d)/129 State Plan and SIP

The State Plans for implementing the HMIWI Emission Guiddines are different from
State Implementation Plans (SIP) required by sections 110 or 172 of the Clean Air Act. The State
Pan and the SIP are programs for State implementation of Federd requirements, and for both, the
adminigrative procedures, particularly the public hearing process, are smilar. Both programs are
designed to achieve emission reductions at sources by identifying the pollutant to be controlled,
edtablishing the emission limits for the source, and establishing procedures to ensure that emission limits

are met.

However, the States and EPA fulfill different repongbilities under the two programs.
The god of section 111(d) State Plansis to control the emissions of designated pollutants® by



EPA on anationd levd. States are respongble for developing and implementing a program to achieve
compliance with these technologicaly-based standards.

The god of the SIPs, on the other hand, is to attain and maintain Nationd Ambient Air
Quality Standards (NAAQS) or ambient concentrations for certain criteria pollutants (Po, SO,, PM,
NO,, CO, and ozone) in agiven area. Hence, in the SIP program, the State establishes emission
limitations or standards based on the sources contributions to locd air quality and other loca factors.
The emisson control requirements for aregulated source category under a SIP may vary from plant to
plant based on loca factors.

The States are responsible for implementing both section 111(d)/129 State Plans and
SIP programs, and both programs complement each other. Where the SIP requirements are adequate
to meet the 111(d)/129 standard, the State may eect to submit a section 111(d)/129 State Plan that
relies on the requirements of the SIP (section 110) to meet the section 111(d)/129 emission standard.
In addition, where the section 111(d)/129 requirements protect the NAAQS, the State may elect to
rely on these requirements in the SIP control strategy.



20 Schedule and Responsibilities

Sections 111(d) and 129 of the Clean Air Act require each State to adopt and submit
Pans that implement the HMIWI Emisson Guiddineswithin 1 year after EPA publication of the find
Emisson Guiddines. Emisson Guiddinesfor HMIWI (40 CFR Part 60, subpart Ce) were published
on September 15, 1997 (62 FR 48347) and State Plans must be submitted to EPA on or before
September 15, 1998. Figure 2-1 is atimeline which shows how implementation of the Emission
Guiddines might proceed if the maximum time alowed is used for each event.

21 State Plan Schedule

In order to submit the section 111(d)/129 State Plan by September 15, 1998, States
need to devel op the section 111(d)/129 State Plan as soon as possible and complete the required
public hearings. The steps that are necessary for States to develop and submit the State Plans are listed
in Table 2-1, dong with an example schedule.

After the State Plan is submitted, EPA isrequired to approve or disapprove the Plan no
later than 6 months of State Plan submittal. The EPA's decision to agpprove or disapprove eech State
Pan will be published in the Federadl Register (FR). Find decisonswill be codified in 40 CFR Part 62,
"Approva and Promulgation of State Plans for Designated Fecilities and Pollutants” If a State Planis

not approvable, EPA will attempt to discuss its concerns about the State Plan with the State prior to
officid disgpprovd. If the Planis not approved, the basis for disgpprova will be discussed in the FR

notice and the State would have to opportunity to submit arevised Plan addressing EPA’s concerns. If
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Section 111(d)/129 State Plans must include a compliance schedule for dl existing
HMIWI located in the State. The compliance schedule can alow up to 3 years from State Plan
gpprova for HMIWI to comply provided the Plan includes enforcesble increments of progress. Indl
cases, dl applicable sources must be in compliance no later than 3 years after State Plan approval by
EPA or September 15, 2002, whichever is earlier. Compliance can be achieved by either completing
retrofit of air pollution controls or by shutdown. States may establish compliance schedules that are
shorter than the times alowed by the Emission Guiddines, but they may not establish compliance
schedules that are longer than alowed by the Emisson Guiddines.

For purposes of the Emission Guideines, the HMIWI population has been divided into
three subcategories which are based on HMIWI pound per hour (Ib/hr) capacity to burn hospital waste
and medica/infectious waste. The"smal" subcategory conssts of HMIWI that burn less than or equa
to 200 Ib/hr. State Plans may further divide the smal subcategory to alow some smal HMIWI located
in rurd aress the option of meeting less stringent Emission Guiddines. The "rurd criterid’ to beused in
determining which smal HMIWI could be dlowed to meet the less stringent Emisson Guiddinesis
discussed in Appendix D. The "medium” subcategory includes HMIWI that burn between 200 and
500 Ib/hr, and the "large" subcategory conssts of HMIWI which burn more than 500 Ib/hr.
Hospita/medica/infectious waste incinerator capacity isto be determined using the methods presented
in 860.51c of subpart Ec and in Appendix D of this document. The emisson limitsin the Emisson
Guiddines are dightly different for each of the three HMIW!I subcategories. However, the compliance
schedules are the same for dl HMIWI, regardiess of the subcategory. The Emisson Guiddines give
HMIWI up to 3 years after section 111(d)/129 State Plan approva by EPA to complete retrofits, or
until September 15, 2002, whichever isearlier. If the compliance schedule for an HMIWI extends



Table 2-1. Sample State Schedule for Section 111(d)/129 State Plans

Action Date

Begin source inventory Immediady
Emisson Guiddines promulgated by EPA September 15, 1997

EPA issues summary document on section 111(d)/129 State November 1997
Pans

Decide what State authority to use October 1997

Start State rulemaking or other procedure needed to ensure November 1997

State authority

Start drafting State Plan November 1997

Notice of public hearings January 1998 (30 days before
hearing)

Complete State rulemaking or other procedure needed May 1998

Complete public hearing on State Plan May 1998

State Plans due to EPA Regiond Office September 15, 1998

Respond to any dlarifications requested by EPA During the 180 day period
following September 15, 1998

EPA approval/disapprova of the State Plan No later than 6 months after
State Plan submittal

If disapproved, submit revised approvable State Plan September 15, 1999

Permit gpplications due September 15, 2000

In order to avoid a Federal Plan, the approved State Plan must be in the Federal Regigter prior to

September 15, 1999.



2.2.1 EPA Responsibilities

Assisting State and L ocal Programsand HMIWI Ownersand Operators. The
EPA assists State and local agencies to devel op approvable section 111(d)/129 State Plans. The EPA
providesinformation, answers questions, and interprets Federd requirements for the State and for
HMIWI owners and operators. The EPA conducts outreach and compliance ass stance programs.
The EPA identifies contact persons to answer States questions, clarify approva criteria, and address
specific implementation issues as necessary. States questions should be directed to the appropriate
EPA Regiond Office to ensure efficient and consstent responses. (See Appendix F for aligt of
Regiond and State contacts.)

Review of State Plans. Section 129 of the CAA requires EPA to approve or
disapprove State Plans within 6 months of submittal. States are to develop their section 111(d)/129
State Plans according to the criteriain this document and 40 CFR Part 60, subpart B (as revised
December 19, 1995 to conform with section 129). The EPA will inform the State if the EPA has
questions about the State Plan before making a decison on the gpprova or disapprova of the State
Plan. After a State incorporates a requirement in the State Plan, and the Plan is reviewed and
approved by EPA, the State requirement becomes Federally enforceable.

Federal Plan. The EPA anticipates that dl States will develop approvable
section 111(d)/129 State Plans. However, in the event an approvable State Plan is not submitted, EPA
will develop and implement a Federd Plan.

The EPA encourages Tribes to develop Triba Plans for their HMIWI and EPA will



TitleV Permit. Section 129 requires sources to have a completetitle V permit
gpplications submitted to the permitting agency no later than 36 months after the promulgation date for
the Emission Guidelines (i.e., September 15, 2000). The EPA reviews and comments on State
development of title VV operating permits. Theindividud title VV permits are not a required component
of State Plan submittd, nor are they required for EPA approva of the State Plan, unless a State
demondirates that it has the ability under State law to utilize title V permits asiits legdly enforcesble
mechanism.

222 State Responsibilities

Developing a State Plan. The State devel ops and submits a State Plan that meets the
criteria presented in sections 111(d) and 129, the Emissions Guidelines, and this document. This
document outlines how States can meet this responghility.

Establishing Compliance Schedules. The State Plan must include emission limits
and compliance schedules for al HMIWI. When developing aworkable section 111(d)/129 State
Plan, States should contact HMIWI owners and operators to ensure that they understand the
requirements of the Emisson Guiddines. State Plans are to require facilities to come into compliance
with the State Plan by either completing aretrofit of shutting down by the dete 1 year after EPA
gpprova of the State Plan. If the State Plan contains increments of progress, HMIWI may be dlowed
to extend their retrofit schedule beyond the 1-year compliance date. All HMIW!I planning to retrofit
must do so within 3 years of EPA approva of the State Plan, but no later than September 15, 2002.
All HMIWI planning to shut down must do so within 1 year after EPA approva of the State Plan,



Ensuring Compliance. Plants must either comply (i.e., complete retrofits) or shut
down by the dates established in the section 111(d)/129 State Plans. In order to prevent sources from
restarting without proper controls, State Plans must demondtrate authority that would require HMIWI
which shut down to maintain closure. States are advised to include a generic compliance schedulein
their State Plans to cover facilities which have shut down but may reopen in the future. Units that shut
down by the date 1 year after EPA approva of the State Plan, and restart prior to the
September 15, 2002 deadline must complete dl of the missed increments of progressin the State's
generic compliance schedule before reopening. Units which restart after the September 15, 2002

compliance deadline must comply with the State Plan before resuming operation.

Hospital/medical/infectious waste incinerators that shut down can be divided into two
groups. Thefirst group is HMIWI that have shut down or will shut down and are not planning to
restart. Once shut down, such sources cannot restart without a State Plan revision and retrofit of air

pollution control equipment.

The second group is HMIWI that shut down as an dement of ther retrofit activities.
For these HMIWI, schedules for shutdown and completion of retrofit activities would be included in the
State Plan. For retrofitting plants, the State Plan must include the five enforcegble increments of
progress for retrofit activities (discussed in section 3.10.3), dong with a sixth increment, a date for
shutdown. Under the Plan, the HMIWI would shut down by the specified date and could not restart
until the other increments of progress, including retrofit of controls, is complete.

Submitting Progress Reports. States must report annudly to the EPA on the



titte V operating permit requirements. Thisis a State respongbility and is not a required component of
related section 111(d)/129 State Plans. Section 5.0 of this document discusses thetitle V permit
requirements for HMIWI.

223 Sour ce Responsibilities

Developing Compliance Plans and Schedules. Hospita/medical/infectious waste
incinerator owners and operators must work with the State to develop a compliance Plan and retrofit
schedule for the State Plan that are both workable and meet requirements established by the State to
implement the Emission Guiddines. All HMIWI mugt ether shut down within 1 year of EPA gpprova
of the State Plan' or complete retrofits to comply with the emission limits not later than 3 years after
section 111(d)/129 State Plan approva or by September 15, 2002, whichever is sooner. Critica
information is needed about each HMIWI such as controls in place and extent of retrofit needed in
order to support State Plan development and development of an emission inventory for dl affected
HMIWI as part of the public participation process (see section 3.4).

Upgrading or Retrofitting Facilities. Owners and operators must retrofit or
upgrade their facilities to meet the emission limits on the compliance schedules established by the State.

Meeting Additional State Plan Requirements. In addition to completing the
necessary retrofits, owners and operators are responsible for meeting other State Plan requirements.
Facilities are required to comply with operator training and qualification requirements, inspection
requirements (HMIWI mesting the smadl rurd criteria only), and to develop a Waste Management Plan.



quaification requirements and the ingpection requirements, which must be completed within 1 year after
State Plan approval.

Related Section 129 Programs. Owners and operators must apply for atitle V
operating permit in accordance with their State' s part 70 gpplications process. These permits would
include al gpplicable Federd and State requirements pertaining to air emissons, including the applicable
requirements of the section 111(d)/129 State Plan. Every source subject to the HMIWI rule must have
atitle V permit, unless the source is a co-fired combustor or an incinerator which burns only
pathologicd, low-levd radioactive, and/or chemothergpeutic waste. Title V permit gpplications are due
to the permitting authority no later than 36 months after promulgation of the Emisson Guiddines.

Under section 503(c) of the CAA, the permitting authority has 18 months to deny or issue the permit.
Title V operating permits are discussed in more detail in section 5.0.



3.0 Required Elements of an Acceptable State Plan

Section 1.4 and Appendix B of this document contain summaries of the required
elements of a State Plan. States may find this summary helpful in preparing section 111(d)/129 State
Pans, and EPA will useit in reviewing the Plans. Table 3-1 summarizes the dements of the State Plan
for HMIWI, provides citations from subparts B and Ce, and identifies the sections of this chapter that

discuss each dement.

Some components of a section 111(d)/129 State Plan duplicate existing State
requirements and therefore will not add additiona requirements. For example, most States require
public natice for rulemaking consistent with 40 CFR Part 60, subpart B. Similarly, section 112 and
title V of the CAA require various demongrations of legd authority. To the extent that earlier
demondtrations of legd authority by the State meet the requirements of 40 CFR Part 60, subpart B, the
State will smply need to include copies of such demondrations in the State Plan submittal including a
copy of the State laws or regulations (if applicable).

31 Demonstration of L egal Authority

The section 111(d)/129 State Plan must demondtrate that the State has the legal
authority under current State law to adopt and implement the emission standards and compliance
schedulesin the State Plan. The legd authority must support the legal mechanism selected by the State
to implement the emission limitsfor HMIWI. The legd authority must be available to the State at the
time the State submits its section 111(d)/129 State Plan to EPA [40 CFR Part 60, subpart B,



A State may use existing demongrations of legd authority to meet the requirements of
subpart B. Which exigting authorities the State uses to implement the section 111(d)/129 requirements
depends on the legidative dructure of the State. This



Table3-1. Summary of Requirementsfor Section 111(d)/129 State Plans?

Referencein 40 CFR Section of this
Required Item Part 60, Subpart B or Ce Document
Demonstration that State has legal authority to 60.26(a) of subpart B 31
carry out Plan
Enforceable mechanisms selected by the Stateto | 60.24(a) of subpart B 3.2
implement the Guidelines
Inventory of HMIWI, their emissions and 60.25(a) and 60.25(c) of 33and 34
information related to their emissions subpart B
Allowable emissions 60.24(b)(1) of subpart B and 35
60.33e of subpart Ce
Test methods and procedures used for 60.24(b)(2) of subpart B and 3.6
determining compliance with the emissions 60.37e of subpart Ce
standards
Provisions for monitoring HMIWI compliance 60.25(b) of subpart B and 3.6
satus, including: 60.36¢e, 60.37¢, and 60.38e of
1. Legaly enforceable procedures for requiring | subpart Ce
the maintenance of records and periodic reporting
to the State for the determination of compliance,
2. Periodic inspections and testing, and
3. Testing, monitoring, recordkeeping, and
reporting requirements specified in subpart Ce.
Operator training and qualification 60.34e of subpart Ce 37
Inspections 60.36€e of subpart Ce 3.8
Waste Management Plan 60.35e of subpart Ce 39
Compliance schedules and legdly enforceable 60.24(a) and 60.24(¢)(1) of 3.10
increments of progress for HMIWI to achieve subpart B and 60.39% of
compliance subpart Ce
Certification that a public hearing was held 60.23(f)(1) and (2) of 311
before the State Plan was adopted and list of the | subpart B
attendees at the hearing and their affiliation, with
asummary of their presentations and handouts
State progress reports 60.25(f) of subpart B 312




implementation guidance provides the minimum requirements of section 111(d) and 129 pertaining to
HMIWI, and leaves the State flexibility to implement the requirements aslong as provisions are
enforceable under State law.

A State mugt include in its demondration of existing lega authority a showing thet it has
the authority to:

1 Adopt emission standards (including stack opacity) and enforceable conditions
(see section 3.2) aswell as compliance schedules gpplicable to the designated
facilities and pollutants for which the section 111(d)/129 State Plan is
submitted;

2. Enforce the rlevant laws, regulations, standards and compliance schedules
referenced in section 111(d) and section 129 and seek injunctive rdlief and
prevent restart of HMIWI that have shut down;

3. Obtain information necessary to determine compliance;

4, Require reporting and recordkeeping, operator training and quaification,
equipment inspections, and testing;

5. Require the use of monitors and require emission reports of HMIWI
owners/operators,
6. Make emission data available to the public; and

7. Require a Waste Management Plan.

Demondrations of lega authority can teke severd forms. Statesthat use alegd
mechanism other than rulemaking to implement the Emission Guideines should submit legd



State demondirates that the State governmental agency has adequate authority [section 60.26(e)]. The
State may authorize aloca agency to implement a portion of the Section 111(d)/129 State Plan
provided that the local agency demondirates that it has adequate legd authority to implement that
portion of the Plan and the State is not relieved of responsbility [section 60.26(€)].

3.2 Criteriafor an Adeguate Enfor ceable M echanism

Many States that have HMIWI covered by the Guideines will develop
section 111(d)/129 State Plans that use State rules as the legal instrument to enforce the Emission
Guiddines. However, States may use dternative mechanisms to implement the Emission Guiddines.
An essentid eement of a section 111(d)/129 State Plan is the emission standards, which 40 CFR
Part 60, subpart B section 60.20(f) defines as "a legdly enforceable regulation setting forth an alowable
rate of emissons into the atmosphere, or prescribing equipment specifications for control of ar pollution
emissions.” For section 111(d)/129 State Plans, EPA interprets the term "regulation” in
section 60.22(f) to include - in addition to a uniform State requirement or State rule - other mechanisms
that are legdly enforceable under State law. For example, depending on the applicable State law,
enforceable mechanisms that might be used as the vehicle for implementing HMIWI Emisson

Guiddines may include aregulatory or adminigtrative order, acompliance order, or a State operating

permit.

A State may sdlect other enforceable mechanisms provided that the State demonsirates
that it has the underlying authority and demondtrates that the sdlected mechanism is State enforceable.
In addition, a State may have the authority under its State law to incorporate the Emisson Guiddines



Note that the pollutants that must be regulated under the HMIWI Emission Guideines
are acombination of criteriaand hazardous air pollutants. Generdly, States have adequate authority
under their air pollution statutes to regulate both criteria pollutants and hazardous air pollutants through
avariety of mechanisms. Asmentioned earlier, the State legd authority must be in place and effective
at thetime of State Plan submittal.

If the State relies on amechanism that is not a State rule to implement the Emission
Guiddines, such as aregulatory order, the State must document in the State Plan how the sdected
mechanism ensures that the HMIWI will meet the requirements of the EG and attach a copy of the
enforceable mechaniam. If aState ruleis used, only citations from the overdl rule and copies of the
sections pertaining to HMIWI arerequired. The State does not have to submit a copy of the entire

rule.

The State may submit a section 111(d)/129 State Plan that relies on the requirementsin
the SIP to meet the section 111(d)/129 emission standard for a particular pollutant, where they are
found to be adequate. If the State rdies on existing or revised SIP emission limits to implement the
section 111(d)/129 HMIWI emission standards, the State Plan must cite the SIP and the date it
became effective. The State must dso document how the SIP assures that the requirements of
111(d)/129 are met. In dl cases, the mechanism(s) must be in place a the time of Plan submittal.

A reduced demondtration of authority is dlowed where dl HMIWI in a State have
dready shut down or will shut down within 1 year of Plan approva. Such demongtration of legd
authority does not need to point to an enforceable mechanism which orders a plant to shut down.



must give the State the requisite authority to enforce the emisson limit usng the legal mechanism
identified by the State. Thus, a mechanism (e.g., aregulatory order) that is approvable for one State
under its State law might not be approvable in another State under the law in that State.

3.3 Sour ce lnventory

A complete source inventory of affected HMIWI in the State regulated by the Emission
Guidelines must be submitted as part of the section 111(d)/129 State Plan [40 CFR Part 60, subpart B,
section 60.25(a)]. Sources affected by the Emission Guiddines that must be included in the State's
source inventory include: (1) HMIWI, (2) co-fired combustors, and (3) incinerators burning only
pathologicd, low-leve radioactive, and chemotherapeutic waste done or in combination. Each of these
three types of combustors are defined in section 60.51c of subpart Ec. The HMIWI are subject to dl
of the subpart Ce requirements. Co-fired combustors and incinerators burning pathologica, low-level
radioactive, and chemotherapeutic waste are only required to notify the Administrator of a exemption
claim and to keep certain records. Nevertheless, these sources are affected by the Emission Guiddines
and thus, must beincluded in the source inventory. In addition, States are encouraged to make a
reasonable effort to include sources which have shut down their incinerator but, which gtill have the

cgpability of resuming operation.

In cases where afacility has shut down its HMIWI and does not intend to resume
operation, the HMIWI may be €ft off of the State’ s source inventory if the State determines that the
HMIWI isinoperable. Criteriafor determining whether an incinerator is inoperable could include, but

are not limited to one or more of the following conditions:



States should use their best judgement to ensure that a facility has taken steps to render the HMIWI
inoperable before omitting the HMIWI from their source inventory.

34 Emission | nventory

An emission inventory, based on the HMIWI source inventory, for the pollutants
regulated by the Emission Guidelines is required by 40 CFR Part 60, subpart B, section 60.25(a) and is
to be included in the section 111(d)/129 State Plan.  The emissons inventory, as well as the source
inventory, must be made available to the public a the public hearing and presented with the gpplicable
emission standards. The inventory data should include CEMS data, actua test data, or estimates of
1997 emissons where practicable. Means of estimating emissons from HMIWI are reedily available
and are discussed in section 3.4.1 below and in Appendix G. 1t may be more difficult to estimate
emissons from co-fired combustors and incinerators burning only pathologicd, low-leve radioactive,
and chemotherapeutic waste due to the mixtures of wastes combusted. Unlike HMIWI, co-fired
combustors and incinerators burning pathological, low-leve radioactive, and chemotherapeutic waste
are not required to be subject to the emission limitsin the State Plan. Therefore, while States are
encouraged to include these sources in their source inventories, States may dect to leave these units out
of the emissonsinventory. Likewise, States may choose to leave incinerators which have shut down

out of their emissons inventory since these sources would have zero emissons.

341 Emisson Egtimation M ethods

Edtimates of emissons for the emisson inventory can be derived from avariety of



2nd choice.  Where dready available, stlack sampling results.
3rdchoice.  Emisson factors

a AP-42/FIRE? emission factors rated "A" through "D"--based on source
tests performed a one or more facilities within an industry ("A" isthe
highest rating) or EPA emisson factors generated from data used in the
development of the HMIWI Emission Guiddines (presented in

Appendix G).

b. State emission factors--possbly more optimized to loca or regiona
conditions.

C. Industry emission factors.

d. AP-42/FRE emisson factorsrated "E" and "U" ("E" isthe lowest
rating on the A through E scde, and "U" is unratable).

Emission factors that apply to HMIWI are included in Appendix G and can be used for
developing the required emission inventory. These emisson factors were generated based on data used
for development of the Emission Guiddines and are appropriate for developing the emisson inventory
to be submitted in the section 111(d)/129 State Plans due September 15, 1998. States can also use
their own emission factors or emission factors from AP-42.3 Where emission factors are used, the AP-
42 Compilation of Air Pollutant Emission Factors, provides preferred emission estimation methods.
Example caculations for estimating emissons from emission factors are provided in AP-42. Where
emissions data from actud testing are dready available and are thought to be representative, the data
should be used in place of emisson factors. Additiond testing is not required for the inventory in the

State Plan where data are not available.



3.4.2 Required Emisson Summary Reports

A summary of emissions should be submitted with the section 111(d)/129 State Plan.
It should include, a aminimum, the emisson rate of each of the designated pollutants for each HMIWI.
These vaues should be provided with the corresponding emission standards to show the relationship

between measured or estimated emissions and the amounts of such emissions alowed by the standard.

34.3 Annual Emisson Reporting

In addition to the initid emisson inventory required for the section 111(d)/129 State
Plan, 40 CFR Part 60, subpart B section 60.25(e) also requires States to submit progress reports as
part of the annual report to EPA submitted under 40 CFR Part 51, sections 51.321 through 51.323.
These annua reports must update the emissons inventory for sources that achieve compliance, sources
that are new or modified, sources that have shut down, and sources whose emissions have changed
more than 5 percent from the most recently submitted emission data. If none of the above events
occur, then the State only needs to change the year (i.e., the State can till use the data from the

previous year).

344 Reportingto AFS

Emission data must be reported to the Aerometric Emissions Information Retrieva
System Facility Subsystem (AFS) as specified in Appendix D to 40 CFR Part 60. The AFSisa
repository of emission information for sationary sources that has now superseded the Nationd



include emisson limitations that are at least as protective as the Emisson Guiddines and dso must
address non-operating HMIWI (unless the HMIWI isinoperable) and HMIWI that will shut down
rather than retrofit air pollution control equipment.

Under section 129(b)(2), the section 111(d)/129 State Plans must include emission
limitsthat are "at least as protective as' those in the HMIWI Emission Guiddines (40 CFR Part 60,
subpart Ce). The emisson limitsfor the nine HMIWI pollutants are found in subpart Ce (Appendix M)
and the Fact Sheet (Appendix C).

The section 111(d)/129 State Plan mugt include limitations for dl of the pollutantsin
subpart Ce. Section 60.33e of subpart Ce specifies emission limits for PM, CO, Cd, Pb, Hg, SO,,
HCI, dioxingfurans, and NO,. All of these limits arein units of concentration. For example, the PM
and metds limits are in units of milligrams per dry standard cubic meter exhaust. The metdslimitsare
aso expressed in terms of percent reduction across the air pollution control device (if gpplicable). The
dioxin/furan limit is aso a concentration limit (nanograms per dry standard cubic meter for tota and
toxic equivaent quantity [TEQ]). The HCI limits expressed as either a concentration (parts per million
by volume) or a percent reduction across the pollution control device (if gpplicable). The SO,, NO,,
and CO limits are concentration limits in parts per million by volume.

To be approvable, the section 111(d)/129 State Plan must include emission limitsin
dimensionsidentica to the Guiddines, or dternative formats demondrated to be at least as protective
as the concentration limits or percent reductions specified for each pollutant in subpart Ce. Other State
programs and permits may include limitations in the form of emisson rates (e.g., pounds per hour) or



In addition to emisson limits for the nine pollutants regulated by the Emission
Guiddines, section 111(d)/129 State Plans mugt dso include, among other things, requirements for
stack opacity [section 60.33€], operator training and quaification requirements [section 60.34¢],
requirements for equipment inspections (small rura HMIWI only) [section 60.36€], and requirements
for development of a Waste Management Plan [section 60.35¢].

3.6 Testing, Monitoring, Recordkeeping, Reporting and Other Source
Requirements

The section 111(d)/129 State Plan must include requirements for the testing and
monitoring, reporting and recordkeeping, operator training and qualification, Waste Management Plans,
and the ingpection provisons from the Emisson Guiddines.

These provisons are specified in the HMIWI Emission Guiddines (subpart Ce). These
include, in particular:

1. The performance testing methods listed in section 60.56¢ of subpart Ec
[40 CFR Part 60, subpart Ce, section 60.37¢],

2. The monitoring requirements listed in section 60.57¢ of subpart Ec [40 CFR
part 60, subpart Ce, section 60.37¢],

3. The reporting and recordkesping provisions listed in section 60.58c of
subpart Ec [40 CFR Part 60, subpart Ce, section 60.38¢],

4, The operator training and qudification requirements listed in section 60.53c of
subpart Ec [40 CFR Part 60, subpart Ce, section 60.34€],



parametersfor 5 years. The facility must submit annud reportsif it isin compliance and semiannud
reportsif it exceeds emisson standards or operating parameter limits. Details of these requirements are
contained in subpart Ce (Appendix M).

A State Plan that incorporates the testing, monitoring, reporting, and recordkeeping
requirements specified in subpart Ce will be consstent with the State Plan



requirementsin subpart B. Under section 60.25b of subpart B, State Plan requirements for monitoring
compliance mugt include the following:

1. Legdlly enforceable requirements that require owners and operators to keep
records of the nature and amount of emissons and any other information that
may be necessary to enable the State to judge compliance. Thisinformation
must be reported periodically to the State. (Subpart Ce requires such records
and reports.)

2. Legdly enforcesble requirements that provide for periodic ingpection and
testing. (Subpart Ce requires periodic testing and monitoring of operating

parameters.)

3. Provisions for making reports of emissions, correlated with the emisson

sandards that apply available to the genera public.

3.7 Operator Training and Qualification Requirements

As specified in section 60.34e of the subpart Ce Emission Guiddines, State Plans are
to require that each facility have at least one trained and qudified operator on duty or on-cal. The
trained and qudified HMIWI operator must pass an HMIWI operator training course which is either
State-approved or meets the requirements specified in the Guiddines. Also, State Plans are to require
each facility to develop site-specific information regarding HMIWI operation. State Plans are to



State Plans mudt require facilities operating smdl existing HMIWI meeting the "rurd™
criteriato conduct annua equipment ingpections.  Section 60.36e of subpart Ce lists the components of
the HMIWI which State Plans must requiire facilities operating smal rurd HMIWI to inspect. State
Pans areto require an initia equipment ingpection for small rurad HMIWI within 1 year following EPA
goprovd of the State Plan. From then on, State Plans are to require facilities operating smal rurd
HMIWI to conduct annual equipment ingpections. According to section 60.36e(a)(2) of subpart Ce,
State Plans are to require such facilities to complete any necessary equipment repairs within 10 HMIWI
operating days following an equipment inspection. State Plans may alow repairs to be completed after
10 operating days, provided that the State supplies the facility with written permission and a date by
which dl repairs are to be completed.

39 Waste M anagement Plan Requirements

Section 60.35¢ of subpart Ce requires State Plans to ensure that facilities develop a
Waste Management Plan that identifies the feasibility and gpproach to separate certain components of
the solid waste stream from the hedlth care waste stream.  The Waste Management Plan requirements
in State Plans are to be at least as protective as the requirements for Waste Management Plans under
section 60.55¢ of subpart Ec. State Plans are to require facilities to submit their Waste Management
Pan within 60 days following their initid performance test.

When developing their Waste Management Plans, facilities are to consult “An Ounce of
Prevention: Waste Reduction Strategies for Hedlth Care Facilities,” a 1993 publication by the American
Society for Hedlth Care Environmental Services of the American Hospital Association, Chicago,



3.10 Compliance Schedules

To comply with the emission limits contained in the section 111(d)/129 State Plan,
exiging HMIWI may need to retrofit emisson controls. The State Plan must contain schedules for
retrofitting these HMIWI. The dementsincluded in a compliance schedule arelisted in Table 3-2.

The retrofit schedules for HMIWI are developed by the State air pollution control
agency conddering input from the public and input from the HMIWI owners and operators. The
Emission Guiddines place certain regtrictions on retrofit schedules.  Retrofit schedules can extend up to
3 years after section 111(d)/129 State Plan approval, but no retrofit schedule can extend beyond
September 15, 2002.

The section 111(d)/129 State Plan must dso specify legdly enforceable increments of
progress toward compliance for HMIWI that have compliance or retrofit schedules that extend past
1 year beyond approval of the section 111(d)/129 State Plan. 1n some cases, HMIWI may shut down
as of September 15, 2002 or 3 years after State approva, whichever is earlier, complete aretrofit, and
then reopen when retrofits are completed.

3.10.1 Retrofit Required

The subpart Ce Guidelines are "performance standards,” that is, the standards do not

prescribe one control system over another but rather, the HMIWI owners and operators can choose

the actud equipment selected for retrofit at a plant that they believe will achieve the emisson limits.



The acid gas/PM scrubbing system is the more expensive control system. The acid gas/PM scrubbing
system controls multiple pollutants including dioxin/furan, Pb, Cd, Hg, PM, and HCl. The Emission
Guiddines are based on add-on control systems of varying PM-control efficiencies for al HMIWI
except unitsthat fal within the small rurd criteria (discussed in section 2.1 and Appendix D). Units at
fadlities meeting the amal rurd criteria



Table 3-2. Schedule for HMI1WI Compliance with the
HMIWI Emission Guidelines

Activity Date
State Plan submittal September 15, 1998
State Plan approval March 15, 1999

If not in compliance by this date, need
enforcegble increments of progress for
HMIWI

March 15, 2000

Submit afind control plan

A st datein State Plan

Award contracts for control system

A sat datein State Plan

Initiate condtruction or ingdlation of control
system

A st datein State Plan

Complete congtruction or ingalation of
control system

A set datein State Plan

Submit title V' permit gpplication

No later than September 15, 2000

Final compliance date for HMIWI

No later than 3 years from gpprova of State Plar?
or September 15, 2002, whichever isearlier, or
shut down by that date

Reports of periodic performance test data

Annualy after compliance date, if in compliance.
Semiannudly after compliance date, if the emission
limits or operating parameters are exceeded

& Section 129 does not preclude a State from requiring earlier compliance dates.

may elect to comply with emisson limits based on the use of good combustion aone (i.e., without an
acid gas/PM scrubbing system).



compliance schedules extending more than 1 year after State Plan approvad. State Plans may dlow

units to shut down by the specified date and restart after completing the retrofit.
3.10.3 I ncrements of Progress

Compliance schedules for HMIWI with compliance dates that extend more than 1 year
after State Plan gpprova must include legdly enforceable increments of progress towards compliance
as required by section 60.24(e) of subpart B. Each increment of progress from section 60.21(h) of
subpart B must have an enforceable compliance date in the section 111(d)/129 State Plan. The State
Plan may include such additiona increments of progress as may be necessary for close and effective
supervision of progress toward find compliance. Section 60.39¢(C) of subpart Ce suggests nine other
increments of progress which are discussed below.

The minimum five increments of progress required by section 60.21(h) of subpart B for

each HMIWI within a State are as follows:

1 Submitting afind control plan. This may be a brief document or |etter
describing the controls that the source will use to comply with the emission
limitations and other requirements. In most cases, the source, public, and State
will have discussed this information as part of the State process for
development of the compliance schedule for the draft State Plan before the
State Plan is submitted to EPA;

2. Awarding contracts for control systems or process modifications or orders for
purchase of components,

3. Initiating on-gite congtruction or ingdlation of the air pollution control device(s)



All five increments of progress for HMIWI can be fixed calendar dates or set as
floating dates. For increments one to four, the floating dates can be tied to ether the date of the
gpprovd of the State Plan or the date of aloca permit issuance. For example, the date for submitting a
fina control plan could be set as 3 months following approva of the State Plan. If an increment of
progressistied to the date of a permit issuance, the State Plan must identify the specific permit.

The fifth increment of progress, the date for fina compliance, can be set as a cdendar
date or afloating date. Asafloating date, it can betied only to the date of the approvd of the State
Plan, not to the date of permit issuance, and must include the limitation that the date in no case can be
later than 3 years from State Plan gpprova or September 15, 2002, whichever is earlier (unlessthe
HMIWI will shut down).

Additiona suggested increments of progress are listed in sections 60.39¢(c)(1) through
(9) of subpart Ce. Some of these suggested increments of progress are already required by subpart B.
The remaining suggested increments of progress may be included in the section 111(d)/129 State Plan
as enforceable increments of progress with compliance dates, as non-enforceable increments of
progress with reporting requirements only, or they may be left out of the section 111(d)/129 State Plan
entirdly.

The additional suggested increments of progress from subpart Ce are:

1. Date for submitting a petition for Ste pecific operating parameters,

2. Date for obtaining services of an architectural and engineering firm regarding the
ar pollution control device(s):



6. Date for initiation of Ste preparation for ingtdlation of the air pollution control
device(s);

7. Datefor initiation of ingalation of the ar pollution control device(s);
8. Datefor initid startup of the air pollution control device(s); and

0. Datefor initid compliance test(s) of the air pollution control device(s).

The section 111(d)/129 State Plan may include one set of increments with compliance
dates gpplicable to dl HMIWI within the State or it may tailor compliance dates to individua HMIWI
to address specific issues. In al cases, the enforceable increments of progress must be arranged
chronologicdly, and the compliance dates must be set to ensure full compliance with the gpplicable
requirements as expeditiously as practicable [section 60.24(c) of subpart B] but not later than 3 years
after State Plan approval, or September 15, 2002, whichever is earlier. For example, a State Plan that
requires an HMIWI to "submit afina control plan and to award contracts no later than the third year of
the compliance schedule’ will likely be disgpproved because the increments are too close to the end of
the compliance window, do not appear to ensure expeditious progress, and thus jeopardize timely
compliance, unless the HMIWI plan to shut down. Although there may be HMIWI-specific reasons
for other schedules, EPA would expect contracts to be awarded within the first year for HMIWI taking
longer than 1 year to comply. Depending on the extent of the retrofit, EPA would expect on-gite

congtruction to be completed in the second or third year of the compliance schedule.

3.104 HMIWI Shutdowns

Hospita/medical/infectious waste incinerators that are planning shut down rather than



outlines the specific provisons State Plans mugt include in order to alow facilities more than 1 year to

shut down.

The purpose of Section 60.39¢(d) isto alow States to provide temporary relief to
those unique facilities which are planning to shut down and have no waste disposal options other than
ongteincineration. One example of afacility planning to shut down which has specid needs for an
extenson beyond the 1-year compliance deadline would be afacility planning to ingal an onsite
dternative wadte trestment technology (e.g., an autoclave) which will not be available for ingalation
until after the 1-year deadline. Such afacility must be able to demondirate that there are no waste
disposd options (eg., commercia digoosal) other than ongte incineration in the interim while the
autoclave isbeing ingdled. A second example of afacility planning to shut down that may need an
extenson beyond the 1-year deadline would be a facility planning to contract with a commercid hauler

that, for some unusua reason, is unable to secure a contract by the 1-year deadline.

Under such specid circumstances States may dlow facilities to petition the State after
gpprova of a State Plan for additiona time to come into compliance by shutting down their HMIWI.
In order to dlow facilities an extenson, the State Plan must contain provisons for granting or denying
petitions for an extension beyond the 1-year deadline. Section 60.39¢(d) of subpart Ce requires that
States have sources to submit the following information in time to dlow the State adequiate opportunity

to grant or deny the extension before the 1-year compliance deadline:

1 Documentation of the analysis undertaken to support the need for an extension,
including an explanation of why up to 3 years after EPA gpprova of the Sate
Pan is sufficient while 1 year after EPA gpprova the State Plan is not sufficient;



3. A plan that documents measurable and enforceable incremental steps of

progress* to be taken towards compliance with the emission guidelines.

When a petition for an extension is granted, States may alow sources planning to shut
down up to 3 years after EPA approva of the State Plan to come into compliance with the Emission
Guiddines by shutting down. However, States are to use their best judgement to determine if the
source can shut down before the date 3 years after EPA gpproval of the State Plan. In caseswhere a
source requesting an extension is able to shut down before the 3-year deadline, the State should require

the source to shut down as soon after the 1-year compliance deadline as possible.

Commercia medica waste digposa services, which collect medica waste from a
facility and trangport it to a centrd disposal Ste (usualy acommercid HMIWI), are operated in many
areas of the country. There are some locations where commercia disposal services are not readily
available a areasonable cost because the hauler would have to travel long distances. However, in
many cases, the services of acommercid medicd waste disposal company are available can be
acquired in ashort period of time. Sourcesingaling an ongte dternative waste trestment technology,
in most cases, could contract with acommercia disposa company in the interim period between the 1-
year compliance deadline and the time when the onste dternaive isinddled. Therefore, section
60.39¢(d) requires State Plansincluding provisions for an extension to have the source requesting an
extension document reasons why the services of acommercia disposa company can not be reasonably

obtained.

Sources planning to shut down which request an extension are dso to provide the State

with a plan that documents the incremental steps of progress that the facility intendsto take to



increments of progress that sources requesting extensons to ingtal ongte dternative trestment

technologies may use to demongtrate to the State that they are in the process of shutting down their

HMIWI:

4.

5.

Going under contract with an dternative trestment technology vendor;

Initiating ongte condruction or inddlation of the dternative trestment
technology;

Completing ongite congtruction or ingtalation of the aternative trestment
technology;

Shutting down the exising HMIWI; and

Rendering the existing HMIWI inoperable®.

The following are some suggested increments of progress that sources requesting extensons to contract

with acommercid disposa company on a permanent basis may use to demongtrate to the State that

they are in the process of shutting down their HMIWI:

311

N

Obtaining price quotes from commercia disposa services,
Going under contract with acommercia waste trestment and digposd facility;
Shutting down the exising HMIWI; and

Rendering the existing HMIW!I inoperable®

Public Hearings




Part 60, subpart B, make it clear that citizen input on section 111(d)/129 State Plans is encouraged in
order to help define appropriate emission standards and retrofit schedules. Under subpart B, some

minimum public participation requirements are as follows:

1 Reasonable notice of opportunity for one or more public hearing(s) at least 30
days before the hearing.

2. One or more public hearing(s) on the section 111(d)/129 State Plan (or
revison) conducted at location(s) within the State, if requested.

3. Date, time, and place of hearing(s) prominently advertised in each region
affected.

4, Avallahility of draft section 111(d)/129 State Plan for public ingpection in a
least one location in each region to which it will goply.

5. Notice of hearing provided to:

a EPA Regiond Adminigtrator
b. Locd affected agencies
C. Other States affected

6. Certification that the public hearing was conducted in accordance with
subpart B and State procedures.

7. Hearing records must be retained for aminimum of 2 years. These records
must include the ligt of commentors, thair afiliaion, summary of each
presentation and/or comments submitted, and the State's responses to those
comments.

3.12 State Proaress Reportsto EPA




operation, emission inventory information for sources that have started operation, updated emisson
inventory and compliance information, and copies of technica reports on dl performance testing and

monitoring, including concurrent process data.

States may want to include additiond information on periodic ingpection and testing
activities, emisson and parameter exceedances, QA/QC, outreach activities, title V' or other permit

condition compliance status, and compliance assistance activities.

Some States and EPA Regiona Offices have developed more specific or tallored
reporting and recordkeeping procedures via Memoranda of Agreements, Program Specific Guidance
for section 105 Grants, and the Timely and Appropriateness Guidance. For example, some EPA
offices prefer that the States retain the performance test reports until EPA requests review as part of a
compliance determination or other action. The State and EPA will continue to have discretion on the

format of the annua reports.



4.0 Requirementsfor Co-fired Combustors and Incinerators Burning Only

Pathological, L ow-level Radioactive, and Chemother apeutic Waste

Co-fired combustors are defined as units combusting 10 percent by weight or less
hospita waste and/or medical/infectious waste with other fuds or wastes (e.g., cod, municipa solid
wadte). The Emisson Guiddines exempt co-fired combustors and incinerators burning only
pathologicd, low-leve radioactive, and chemotherapeutic waste from most of the requirements under
the Emission Guidelines. However, State Plans are to require these units to notify the Administrator of
an exemption claim and to keep certain records per section 60.32e(b)(1-2) (pathological, low-level
radioactive, and chemotherapeutic) and 60.32(i)(1-3) (co-fired) of the HMIWI rule.

Assuming an approved State Plan is in effect, exemption clams are to be sent to the
head of the State air pollution control agency responsible for implementing the Emisson Guideines
through the State Plan, with a carbon copy (cc) of the exemption claim to the appropriate EPA
Regiond Office. A ligt of State and Regiond contactsis provided in Appendix F. Exemption claims
must be received by the State agency and EPA Regiond Office within 1 year following State Plan
approvd, providing adequate time for the State to determine if an exemptionisin order. Appendix N1
contains an example exemption claim form for co-fired combustors. Appendix N2 contains an example
exemption dlaim form for incinerators burning only pathologicd, low-leve radioactive, and/or
chemotherapeutic waste.

Facilities operating co-fired combustors must provide the State with an estimate of (1)
the amount of hospital and medical/infectious waste combusted, and (2) the amount of other fuels and
wadtes being combusted. This information may be submitted to the State as part of the exemption



The Emisson Guiddines do not require States that have facilities operating co-fired combustors to
maintain records of each individua type of waste burned. Reather, the Emission Guiddines should be
interpreted to mean that facilities must keep records of two categories of wastes: (1) the combined
weight of hospital waste and medical/infectious waste, and (2) the combined weight of al other wastes

and fudls burned at the co-fired incinerator.

Incinerators are not subject to subpart Ce during periods when only pathologica,
low-level radioactive, and/or chemotherapeutic waste are being incinerated, provided the facility
submits an exemption claim and keeps certain records. Incinerators burning only pathological, low-
leved radioactive and/or chemotherapeutic waste must only keep records on a cdendar quarter basis of
periods of time when only pathological, low-level radioactive, and/or chemotherapeutic waste is
burned.

Asdiscussed in section 3.3, States must include co-fired combustors and incinerators
burning only pathologica, low-level radioactive and/or chemotherapeutic waste in their source

inventory. However, these incinerators do not need to be included on the State' s emissons inventory.

As of November 26, 1997, it is the EPA Office of Air Quality Planning and Standards
interpretation of Part 70 that co-fired combustors and incinerators burning only pathologicad, low-level
radioactive and/or chemotherapeutic waste are not required to obtain atitle V permit asaresult of the
HMIWI Emisson Guiddines because these units are exempt from the emission limits. Written
confirmation from the Agency is pending at thistime, and is expected in the next few weeks. States will
be notified as soon as possible if thereisachangein thisinterpretation. Otherwise, States should



5.0 TitleV Requirementsfor HMIWI

Title V of the Clean Air Act provides for a nationwide operating permit program which
appliesto al mgor sources and to certain other sources. Thetitle V' permit brings together in one
document dl of the Clean Air Act requirements that apply to asource. TitleV permit gpplications
carify which requirements apply to each source, describe how compliance with those requirementsisto
be maintained and demondtrated, and provide an adminigtrative mechanism for reconciling conflicting or
duplicated requirements. All of the regulations applicable to each HMIWI will ultimately be
incorporated into the title V' permit for the affected source.

Stae arr quaity agencies implement the operating permit program pursuant to criteriain
40 CFR Part 70. The EPA will implement thetitle VV program in Indian country until Tribesgain
goprova of their permitting program.

Whether a State can usetitle V as its enforceable mechanism is a question of State law.
However, few States, if any, are expected to have the authority under their State law to incorporate the
Emisson Guiddines directly into their title V permits because, unlike Federa standards such asthe
NSPS, the Emission Guidelines are only guiddines and are not Federd regulations.

HMIWI That AreLocated With Major Sources. If theincinerator islocated at a
magor source, then the permit gpplication for that source should have dready been submitted to the
permitting authority. Moreover, the permit application should identify the incinerator as an emissons

unit. If apermit has been issued and if there are 3 or more years remaining on the permit term, then the



HMIWI That Are Not Located With Major Sources. For those incinerators that
are not located with mgjor sources, but are subject to the applicable requirements of the HMIWI rule,
acompletetitle V permit application is due to the permitting authority no later than 36 months after
promulgation of the HMIWI rule. Owners and operators of incinerators should be aware that if they
have complete applications prepared before the 36 month deadline and if the permitting authorities are
ready to accept gpplications, then thereis no need to delay submitting the gpplications. The EPA

encourages owners and operators to proceed with their permitting processes as soon as possible.

Co-fired Combustorsand Incinerator s Burning Only Pathological, L ow-L evel
Radioactive, and Chemother apeutic Waste. Because these sources are exempt from the emission
limits, they are not required to obtain atitle V permit.2 This means that owners and operators of these
sources will not be required by thetitle VV operating permit program to collect data upon which
compliance certifications are to be made or to submit compliance certifications. Thus, in order to
ensure that such sources comply with the recordkeeping and notification requirements of section
60.32¢e(b)(1)-(2) (pathological, low-leve radioactive, chemotherapeutic) and 60.32(c)(1-3) (co-fired),
EPA suggests that States include sufficient authority in their State Plans and include these sources on
their source invnetory to ensure the requirements are enforceable by the State. States should dso
apprise owners and operators of such sources to include in their exemption claim that the incinerators

are not subject to title V. Such a statement could look like this:

“Thisincinerator is not subject to title VV because it meets the definition of an incinerator
which combusts only pathologica, low-level radioactive, and/or chemotherapeutic, or

the definition of a co-fired combustor.”



Applications, issued July 10, 1995, not dl of thisinformation is necessary to determine whether a
permit application complete enough to begin processing. Section 11.D of the White Paper identifies four
elements of an adminidratively complete permit goplication. These dements include a definition of
gpplicable requirements and a description of source status (mgor or minor); a compliance certification
for the gpplicable requirements, enough clarity concerning the individua emisson units so thet the
permitting authority can determine the permit issuance schedule; and a certification of truth, accuracy,

and completeness.

For purposes of the HMIWI rule, a permitting authority could accept the following
gatements as a complete permit application:

"County Hospital owns and operates a smal HMIWI subject to the approved
State/Federal Plan submitted to meet subpart Ce. County Hospita will meet the
requirements of subpart Ce on atimdly basis. | certify that thisinformation istrue,

accurate, and complete.

Jm Johnson, Responsible Officid.”

Note that specific requirements concerning emisson limits, testing, monitoring, reporting, and

recordkeeping would be added after the determination of administrative completeness but before a
draft permit would be given to the public.



Thefollowing is the anticipated schedule for compliance with thetitle V. permit

requirements.

Assumed State Plan Submitted - Date-
Emisson Guiddines promulgated 09/97
State Plan submitted to EPA wi/in 1 year 09/98
EPA gpprovd of Plan w/in 6 months 03/99
Completetitle VV permit gpplication due to permitting authority by 09/00
State issuestitle V permit by 09/013
HMIWI in compliance with the EG

w/in 3 years of Plan approva 03/02

but no later than 5 years after promulgation by 09/02
Assuming Federal Plan Required - Date-
Federd Plan, if no State Plan submitted by 09/99
Completetitle V permit application due to permitting authority by 09/00
EPA isuestitle V permit by 03/02

HMIWI in compliance with requirements of section 129 no
later than 5 years after promulgation by 09/02



