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PART I.
Definitions.

9VAC 20-120-10. Definitions.

9 VAC 20-120-10. Definitions.

The following words and terms, when used in this chapter, shdl havethefollowing meaningsunlessthe
context clearly indicates otherwise. Chapter 14 (8 10.1-1400 et s2q.) of Title 10.1 of the Code of Virginia
defines words and terms that supplement those in this chapter. The Virginia Solid Waste Management
Regulations, 9 VAC 20-80-10 et s2g., define additional words and terms that supplement those in the

gatutes and this chapter. When the statutes, as cited, and the solid waste management regul ations, ascited,

defineaword-or-term-ditferently conflict, the definitions of the Statutes are controlling.

"Act" or "regulations’ means the federd or state law or regulation lagt cited in the context, unless

otherwise indicated.

"Alternative trestment method" meansamethod for the treatment of regul ated medica waste that is not

incineration or steam Sevilization (autoclaving).
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"Approved sanitary sewer system’” meansanetwork of sewers serving afacility that has been approved
in writing by the Virginia Department of Hedlth, induding affiliated local hedlth departments. Such sewer
systems may be approved septic tank /drainfield systems and on+Site trestment systems, or they may bea

part of acollection system served by an NPDES permitted trestment works.

"Asociated” meanstwo or more firmsthat share staff members, management, directors, and assets or

engage in joint ventures. Holding companies and part owners are associated parties.

"Ash" means the resdud waste materid produced from an incineration process or any combustion.

"ASTM" meansthe American Society for Testing and Materids.

"Autoclave tape' means tape that changes color or becomes striped when subjected to temperatures

thet will provide sterilization of materias during trestment in an autoclave or Smilar device,

"Blood" means human blood, human blood components, and products made from human blood.

"Board" means the Virginia Waste Management Board.
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"Body fluids' meansany liquid emanating or derived from humanseranimalsand-nethmitedto indudng
blood; cerebrospind, synovid, pleurd, peritonea and pericardid fluids; ard semen and vagina secretions,

amniatic fluid; urine sdiva in dentd procedures; and any other body fluids that are contaminated with

blood, and any other liquids emanating from humans that may be mixed or combined with body fluids.

"Closure’ means the act of securing a regulated medica waste management facility pursuant to the

requirements of these regulations.

"Closure plan” meansthe plan for closure prepared in accordance with the requirements of this chapter.

"Commonwedth" means the Commonwesdlth of Virginia

"Container" meansany portable enclosurein which amaterid is stored, transported, treated, dispesed

ot or otherwise handled.
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"Contaminated" means the presence or the reasonably anticipated presence of blood or other body

fluids on an item or surface, or within and item.

"Contingency plan” means a document setting out an organized, planned and coordinated course of
action to be followed in the event of afire, exploson, or release of regulated medical waste or regulated

medicd waste condtituents that could threaten human hedth or the environment.

"CWA" meansthe Clean Water Act (formerly referred to asthe Federal Water Pollution Control Act),
33 USC § 1251 et seq.; PL 92-500, PL 93-207, PL 93-243, PL 93-592, PL 94-238, PL 94-273, PL
94-558, PL 95-217, PL 95-576, PL 96-148, PL 96-478, PL 96-483, PL 96-510, PL 96-561, PL
97-35, PL 97-117, PL 97-164, PL 97-216, PL 97-272, PL 97-440, PL 98-45, PL 100-4, PL 100-202,

PL 100-404, and PL 100-668.

"Decontamination” meansthe use of physca or chemicd meansto remove, inactivate, or destroy human

pathogens on asurface or item to the point where they are no longer capabl e of tranamitting disease and the

surface or item is rendered safe for handling, use, or disposd.
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"Department” means the Virginia Department of Environmenta Quidity .

"Director" means the Director of the Department of Environmental Quality or his designee.

"Discard" meansto throw away or rgect. When amaterid issoiled, contaminated or no longer usable

and it isplaced in awaste receptacle for digposal or treatment prior to disposd it is considered discarded.

"Discharge’ or "wadte discharge’ meansthe accidenta or intentiond spilling, lesking, pumping, pouring,

emitting, emptying, or dumping of regulated medical waste into or on any land or state waters.

"Digposd" meansthe discharge, deposit, injection, dumping, spilling, leaking, or placing of any regdaed
lid waste into or on any land or water so that such regulated-mediead solid waste or any condtituent of it

may enter the environment or be emitted into theair or discharged into any waters, including ground weters.

"Digposd fadllity” means a facility or part of a faclity a which regulatedmedied-solid waste is
intentionally placed into or on any land or water, and at which theregulated-mediea solid wastewill remain

after closure.

"Domestic sewage' means untreated sanitary wastes that pass through a sewer system.
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"Empty" meanswastes have been removed from acontainer using the practi ces commonly employed to

remove materids of that type. In dl such casesliquid blood and body fluids shal be removed.

"EPA" meansthe U.S. Environmenta Protection Agency.

"Etiologic agents' means the specific organismsdefined to be etiologic agentsin 49-CFR-173:-134- 42

CFR 72.3. In generd, etiologic agents as defined in 42 CFR 72.1, means a viable microorganism or it's

toxin which causes, or may cause, human disease.

"Federa agency" meansany department, agency, or other indrumentdity of thefederal government, any
independent agency, or establishment of thefederd government including any government corporation and

the Government Printing Office.

"Generate' means to cause waste to become subject to regulation. When regulated medicd wadeis

first discarded it must be appropriatdy packaged in accordance with this requlation. At the point a

regulated medica waste is discarded it has been generated.

Note: Timeframes associated with storage andrefrigeration are no longer linked to the " dete of generation”.
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"Generator" means any person, by site location, whose act or process produces regulated medica
waste identified or listed in Part 111 of this chapter or whose act first causes aregulated medical waste to

become subject to this chapter.

when-transperted-n-commerce-and that has been so designated under 49 CFR 171 and 173.

"Hazardous waste' means any solid waste defined as a "hazardous waste' by the Virginia Hazardous

Waste Management Regulations.

"Highly lesk resstant” means that lesks will not occur in the container even if the container receives

severe abuse and stress, but remains subgstantialy intact.

"Hedth Care Professond" means amedica doctor or nurse practicing under alicense issued by the

Department of Hedlth Professions.

"Highly puncture resstant” means that punctures will not penetrate the container even if the container

receives severe abuse and stress, but remains substantialy intact.
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"Motor vehicle' means a vehicle, machine, roll off container, tractor, traler, or semi-traller, or any
combination of them, propelled or drawn by mechanica power and used in transportation or designed for

such use.

"Nongationary hedth care providers' means those persons who routingly provide hedth care at
locations that change each day or frequently. Thisterm includes traveling doctors, nurses, midwives, and
othersproviding carein patients homes, first aid providers operating from emergency vehicles, and mohbile

blood service collection stations.

"NPDES' or "Nationd Pollutant Discharge Elimination System' meansthe nationd program for issuing,
modifying, revoking, reissuing, terminating, monitoring, and enforcing permits pursuant to 88 307, 402, 318,

and 405 of SWA: Clean Water Act. The term includes any State or interstate program that has been

approved by the Adminigtrator of the United States Environmental Protection Agency.
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"Off-gte’ means any Ste that does not meet the definition of on-Site asdefined inthispart. Areasof a

facility that are not on geographically contiguous property. Outsde of the boundary of the Site.

"On-Ste’ means the same or geographicaly contiguous property, which may be divided by public or

private right-of-way, provided theer

controlled by the owner or the operator of the facility. Noncontiguous properties owned by the same

person but connected by a right-of-way that he controls and to which the public does not have access, is

also considered on-Site property.

"Owner" means the person(s) who own(s) aregulated medica waste management facility or part of a

regulated medical waste management facility.

"Package’ or "outside package' means a package plusits contents.

"Packaging” means the assembly of one or more containers and any other components necessary to

assure compliance with minimum packaging requirements under VRGTHM or this chapter.

"Permit by rule" means provisons of this chapter sating that afacility or activity is deemed to have a

permit if it meets the requirements of the provison.
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"Permitted waste management facility” or "permitted facility” meansaregulaied medicd wadtetreatment;

or storager-er-dispesal facility that hasreceived apermit in accordance with the requirements of the chapter.

"Physica condruction” means excavation, movement of earth, erection of forms or structures, the

purchase of equipment, or any other activity involving the actud preparation of the regulated medica waste

management facility.
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"Processing” means preparation, treatment, or conversion of regulated medical waste by a series of

actions, changes, or functions that bring about a decided result.
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"RCRA" means the Solid Waste Disposa Act, as amended by the Resource Conservation and

Recovery Act (42 USC § 6901 et seq.), the Hazardous and Solid Waste Amendments of 1984, and any

other applicable anendments to these laws.

"Regulated medical waste" means solid wastes defined to be regul ated medica wastesin Part 111 of this

chapter.

"Regulated medical waste management” meansthe systematic adminigration of activitiesthat providefor
the collection, source separation, storage, trangportation, transfer, processing, treatment, and disposal of
regulated medical wastes whether or not such facility is associated with facilities generating such wastes or

otherwise.

"Regulated medica waste management facility” means a solid waste management facility thet manages

regulated medical waste.

"Safesharpsprogram’’ means aprogram supported by acity, county, town or public authority, whichis

intended to enhance the safe disposa of sharps discarded by private individuds.
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"Sanitary sewer system"” meansasystem for the collection and transport of sewage, the construction of

which was gpproved by the Department of Health or other appropriate authority.

"Secondary container” means astorage deviceinto which acontainer can be placed for the purpose of

containing any leakage from the origina container.

"Section" means a subpart of this chapter and when referred to al portions of that part apply.

"Sharps' means needles, scalpds, knives, ghass; syringes with attached needles, pasteur pipettes and

amilar items having a point or sharp edge or that are likely to bresk during transportation and result in a

point or sharp edge.

"Shipment" means the movement or quantity conveyed by atransporter of aregulated medical waste

between a generator and a designated facility or a subsequent transporter.

"Site" meansthe land or water areaupon which afacility or activity isphysicaly located or conducted,
including but not limited to adjacent land used for utility systems such as repair, storage, shipping, or

processing aress, or other areas incident to the controlled facility or activity.
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"Solid waste' means any garbage, refuse, dudge and other discarded materid,
including solid, liquid, semisolid or contained gaseous materid, resulting fromindustrid, commercid, mining
and agriculture operations, or community activities, but does not include (i) solid or dissolved materid in
domestic sawage, (ii) solid or dissolved materid in irrigation return flows or in industriad dischargeswhich
are sources subject to a permit from the State Water Control Board, or (iii) source, specia nuclear, or
by-product materia as defined by the Federal Atomic Energy Act of 1954, as amended 42 USC 88

2011-2284. The definition of solid wade is further darified in the Virginia Solid Waste M anagement

Regulations 9 VAC 20-80-140.

resource recovery.

"Spill" means any accidenta or unpermitted spitting discharge, lesking, pumping, pouring, emitting, or

dumping of wastes or materials that, when spilled, become wastes.

"Start-up” or "cold start-up™ meansthe beginning of acombustion operation from acondition wherethe

combustor unit is not operating and lessthan 140° F. in dl aress.
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"Storage’ means the holding, including during transportation, of more than 64 200 gallons of waste, at

the end of which the regulated medica waste istreated,-disposed; or stored € sawhere. -Sterage dsoeans

"Training" meansformal ingtruction, supplementing an employegs existing job knowledge, designed to
protect human fedth and the environment via attendance and successful completion of a course of
indruction in regulated medica waste management procedures, including contingency planimplementation,

relevant to those operations connected with the employee's position at the fecility.

"Trandfer facility" means any transportation-related facility including loading docks, parking aress,

dorage areas, and other smilar areas where shipments of regulated medica waste are held during the

normal course of trangportation.

"Transportation or transport” means the movement of regulated medica waste by air, rail, highway, or

water.

"Transport vehicle" means any vehicle used for the trangportation of cargo.
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"Vector" meansaliving animal, insect or other arthropod that may transmit an infectious diseasefrom

one organism to another.

"VRGTHM" means Virginia Regulations Governing the Transportation of Hazardous Materids
promulgated by the Virginia Waste M anagement Board as authorized by 88 10.1- 1450 through 10.1-1454

of the Code of Virginia

"Waste management facility” means dl contiguous land and structures, other gppurtenances, and

improvements on them used for treating, storing, and or disposing of waste.

"Waste management unit" means any unit a a treatment-sterage-or-dispesal or storage facility thet s
seeking-or possesses a permit, or that has received regulated medica waste (as defined in this chapter) at

any time, induding units that are not currently active.
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9 VAC 20-120-20.

9 VAC 20-120-30.

9 VAC 20-120-40.

9 VAC 20-120-50.

9 VAC 20-120-60.

9 VAC 20-120-70.

PART II.

Legidative Authority and Generd Information.

Authority for regulations.
Purpose of regulations.
Adminigration of regulations.
Applicability of regulations
Severahility.

Relationship to other bodies of regulation.

9 VAC 20-120-20. Authority for regulations.

These regulations are issued pursuant to the Virginia Waste Management Act, Chapter 14 (8
10-1-1400et-seg- 10.1-1402(11) of Title10.1 of the Codeof Virginia(hereinafter Code) which authorizes
the VirginiaWaste Management Board to promulgate and enforce such regulations as may be necessary to

cary out its duties-and-powers powers and duties and the intent of that chapter, the Virginia Waste

Management Act and the federd acts.

9 VAC 20-120-30. Purpose of regulations.
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The purpose of these regulations is to establish standards and procedures pertaining to regulated

medica waste management in this Commonwealth in order to protect the public hedlth and public sefety,

and to enhance the environment and natura resources.

9 VAC 20-120-40. Adminigtration of regulations.

A. The Virginia Waste Management Board promulgates and enforces regulations thet it deems

necessary to protect the public health and safety, the environment, and natural resources.

The Virginia Waste Management Board and/or the director may enforce the provisons of this chapter

utilizing al applicable procedures under the law.

9 VAC 20-120-50. Applicability of regulations.



Virginia Department of Environmental QualityPage 20 of 246

Regulated Medical Waste Management Regulations

A. Thischapter gppliesto al personswho manage regulated medica waste, own or operate regulated
medica waste management facilitiesor alow regulated medical waste management facilitiesto be operated
on their property in this Commonwesdlth, to those who seek approva to engagein these activitiesand to dl
persons who manage regulated medical wastes, except those specificaly exempted or excluded elsawhere

in this chapter.

B. All exigting regulated medical wastemanagement facilities-elueingthese under-apermit-onddne 29;

C. Within 180 days of the effective date of these regulations, all permitted regulated medica waste

management facilities will place in their operating record, updated design and operation information in

accordance with the requirements of 9 VAC 20-120-730.

D. All exiging requlated medicd waste management facilities in possession of a permit issued by the

director are now deemed to be operating under the provisonsof permit by rule. Any modification, transfer,

violation or termination of the permit will be accordance with the procedures specified for permit by rule.
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9 VAC 20-120-60. Severability.

A. The board intends that these regulations be severable, so that if any provison or part of these
regulationsisheld invalid, unconditutiona or ingpplicable to any person or circumstances, such invaidity,
uncondtitutiondlity or inapplicability shal not affect or impair the remaining provisons of these regulations

and their gpplication.

B. This chapter supersedes and replaces al previous regulations of the Waste Management Board to
the extent that those prior regulations conflict with the regulations presented here. Where there does not
exist aconflict between the prior regulations and those presented here, no replacement shal be deemed to
occur and the prior regulations shdl remain. This chapter supersedes and replaces in ther entirety the
fallowing previousrules of the board: "Infectious Waste Management Regul ations, effective May 2, 1990,

and "Regulated Medicd Waste Management Regulations' effective June 30, 1993 and "Regulated Medica

Waste Management Requlations effective June 29, 1994.

C. This chapter shal remain in effect unti

or-othenaisedterthem unless amended, rescinded, or otherwise dtered by the VirginiaWaste Management

Board. Wherethere appearsto be aconflict between this chapter and other regul ations adopted a afuture

date, and such future regulations do not specificaly clarify this chapter, this chapter shdl be controlling.
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D. These regulations are completely separate from dl federd or local governmenta regulations.

9 VAC 20-120-70. Rdationship to other bodies of regulation.

A. The Solid Waste Management regdiations Regulations, 9 VAC 20-80-10 et seq, address specia

needs other requirements for regulated medicd waste management. Any regulated medicd waste

management facility must dso conform to any gpplicable sections of the solid waste management regulations
issued by the board and any specia solid waste management regulations such as those defining financia
assurance requirements. If there is a conflict between the detalls of regulations here and the others, this

chapter is controlling.

B. Any-regdlated-Regulatedmedica waste management facility must so comply with any gpplicable

sectionsof the Hazardous Waste Management regulations Regulations, 9 VAC 20-60-10 et seq, issuedby

the department. If there is a conflict between the details of regulations here and the hazardous waste

management regulaions, the latter regulations are controlling.

C. Intrastate shipment of hazardous materidsare is subject to the HazardousMateridsTransportation

regdlations Regulations Governing the Transportation of Hazardous Materials, 9 VAC 20-110-10 et seqof
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the department. If thereis a conflict between the details of regulations here and the hazardous materials

transportation regulations, the latter are controlling.

D. Genegrators of regulated medica waste and requl ated medical waste management facilities may be

subject to the generd industry standard for occupati ona exposureto bloodborne pathogensin 16 VAC 25-

90-1910.1030 (29 CFR1910.1030).

E. Persons trangporting regulated medical waste are subject to the federd hazardous materia

transportation requirementsin 49 CFR 171 through 178.

D F. If thereisaconflict between the regul ations here and adopted regul ations of another agency of the
Commonwesdlth, the provisons of these regulaions are set asde to the extent necessary to dlow

compliance with the regulations of the other agency. If neither regulation contrals, the more stringent

slandard applies.

E G. Nothing here either precludes or enablesaloca governing body to adopt ordinances. Compliance
with one body of regulation does not insure compliance with the other, and, normaly, both bodies of

regulation must be complied with fully.
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PART II1.

Identification and Listing of Regulated Medical Wastes.

ARTICLE1 Generd.
ARTICLE2 Exemptionsand Exclusons.
ARTICLE3 Characterigtics.

ARTICLE4 Controlled Regulated Medica Weastes.

ARTICLE 1.

Generd.

9VAC 20-120-80.  Purpose and scope.

9VAC 20-120-90.  Materids rendered nonregulated.

9VAC 20-120-100. Recycled materids.

9VAC 20-120-110. Documentation of clamsthat materidsare not solid wastesor are conditionaly

exempt from regulaion.

9 VAC 20-120-80. Purpose and scope.
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A. Thispart contains general provisonsin 9 VAC 20-120-80 and 9 VAC 20-120-90, provisonsfor

recycling of regulated medica wastesin 9 VAC 20-120-100, provisons for conditiona exemption from

regulation in 9 VAC 20-120-110, adescription of personsexemptinal or in part from the regulationsin 9

VAC 20-120- 120, adescription of waste and material sexcluded from consderation in theseregulationsin

9 VAC 20-120-130, and the definition of regulated medica wastein 9 VAC 20-120-140 and 9 VAC

20-120-150.

C B. Wadtes identified in Part 111 are regulated medica wastes, whieh and are subject totheVirginia

Regulated Medicd Waste Management Regulations.

D C. Thebasic definition of solid waste gppearsin Part | dong with other pertinent definitionsand shall
bereferred to for the exact meaning of thetermsused. Additional detailed descriptions of regulated medica
wadtes, exclusonsand listingsrequired to arrive at the proper classification of wastes are the subject of this

part.
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9 VAC 20-120-90. Materials rendered nonregul ated.

Wastes that were once regul ated and were managed in accord with this chapter, and that are no longer

regulated medica waste, shall be managed in accordance with such other regulations of the board that

aoply.

4 A. Packaging. Tresated wastethat wasonce regulated, but isno longer regulated medica waste, shall
not be packaged as regulated medical waste. Solid waste packaged as regulated medica waste is

regulated medical waste.

2 B. Recordkesping. If the solid wasteisno longer regulated medica waste because of trestment, the
generator er and the permitted facility shal maintain arecord of the trestment for threeyears afterward
treatment to include the date and type of trestment, type and amount of regulated medical waste
treasted, and the individua operating the trestment unit. Records for on-Ste trestment and shipping
papers from commercia carriersfor off-ste trestment shal be maintained by the generator. Records
for off-dte treetment and shipping papers for off-gte trestment shal be maintained by al permitted
fecilities. Generatorsor permitted facilitieswith more than one unit may maintain acentraized sysemof

recordkeeping. All records shdl be available for review by the department upon request.

9 VAC 20-120-100. Recycled materids.
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A. Untreated regulated medical wastes shall not be used, reused, or reclaimed;-heweverwastesthat

B. Wastes that have been treated in accord with these regulations are no longer requlated medica

waste, and may beused, reused, or reclaimed in accordance with the provisons of theVirginiaSolid Waste

Management Regulations, 9 VAC 20-80-10 et seq.

B C. Bed linen, indruments, medica care equipment and other materials that are routinely reused for
their original purpose are not subject to these regutationregulations until they arediscarded and areasolid
wagte. Theseitems do not include reusable carts or other devices used in the management of regulated

medical waste (See 9 VAC 20-120-380260).

9 VAC 20-120-110. Documentetion of clams that materias are not solid wastes or are conditionaly

exempt from regulation.

Respondents in actions to enforce this chapter who raise a claim that a certain materia is not a solid

wadte, or isconditionally exempt from regulaion, shall demondirate thet they meet theterms of theexcluson
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or exemption. Indoing so, they shall provide appropriate documentation to demonsratethat thematerid is

not awaste, or is exempt from regulation.

ARTICLE 2.

Exemptions and Exdusions.

9VAC 20-120-120. Exemptionsto the regulations.

9VAC 20-120-130. Exclusons

9 VAC 20-120-120. Exemptions to the regulations.

Exemptions to this chapter include:

4 A. Composting of sewage dudge at the sawage trestment plant of generation and not involving other

0lid wastes.

2: B. Land application of wastes regulated by the State Board of Hedlth, the State Water Control

Board, the Virginia Department of Agriculture and Consumer Services, or any other state agency with

such authority.
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3: C. Wagtewater treatment or pretrestment facilities permitted by the State Water Control Board by a

NPDES permit.

4. D. Management of hazardous waste as defined and controlled by the Virginia Hazardous Waste

Management Regulations to the extent that any requirement of those regulations is in conflict with

regulaions here.
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9 VAC 20-120-130. Exclusons.

A. Materidsdescribed in this section may be partidly or totally excluded from these regul ations because

they are not solid waste, not regulated medica waste or are regulated medical waste the board excludes

from this chapter.

B. The following materids are not solid wastes for the purposes of this part:

1. Domestic sewage, including wastes that are not stored and are disposed of in a sanitary sewer

system (with or without grinding);

2. Any mixture of domestic sewage and other wastesthat passthrough asewer system to awastewater

treatment works permitted by the State Water Control Board or the State Department of Hedlth;
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3. Human remainsunder the control of alicensed physician or dentist, when the remainsare being used

or examined for medica purposes and are not solid wastes, and

4. Human remains properly interred in acemetery or in preparation by alicensed funeral director or

embamer for such interment or cremation: ; and

5. Dead or diseased animds subject to regulation by the Virginia Department of Agriculture and

Consumer Services.

C. Thefollowing solid wastes are not regulated medica wastes:

1. Mest or other food items being discarded because of spoilage or contamination, and not included in

9 VAC 20-120-150.

2. Garbage, trash, and sanitary waste from septic tanks and sewage holding tanks, which has been

generated at any of the following locations: single or multiple resdences, hotels, motels, bunkhouses,

ranger stations, crew quarters, campground, picnic grounds and day- use recregation areas, except for
regulated medical waste-generated-by resulting from the provison of professiona hedlth care services

on the premises, provided that al medica sharpsshali-be discarded at those locations areplaced inaan

opagque container with ahigh degree of puncture resistanceand |abeled "do not recycle, medica daps'
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or otherwise managed in accordance with alocal "safe sharps' program before being mixed with other

wastes or disposed.

3. Used products for persond hygiene, such asdiapers, facia tissues and sanitary napkins, underpads

and adult incontinence products, unless a hedth care professona has determined these items to be

regulated medica wastes in accordance with 9 VAC 20-120-140.

4. The following discarded items, when they are empty: urine collection bags and tubing, suction

canigers and tubing, 1V solution bags and tubing, colostomy bags, ileostomy bags, urostomy bags,

pladtic fluid containers, enterd feeding containers and tubing, hemovacs, and urine specimen cups.

5. The fallowing discarded items: urinary catheters, suction catheters, plastic cannula, IV spikes,

nasogadti ¢ tubes, oxygen tubing and cannula, ventilator tubing, enemabags and tubing, enemabottles,

thermometer probe covers, irrigating feeding syringes, and bedpans/urinas.

6. ltems such as bandages, gauze, or cotton swabs or other smilar absorbent materids unless at any

timefollowing use they are saturated or would release human blood or human body fluidsin aliquid or

s2mi liguid gate if compressed. Items that contain dried human blood or human body fluids and are

capable of rdeasng these materids during handling are regulated medicd waste. An item would be

consdered caked if it could release flakes or particles when handled.
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ARTICLE 3.

Characterigtics.

9VAC 20-120-140. Characterigtics of regulated medica waste.

9 VAC 20-120-140. Characteristics of regulated medical waste.

A s0lid waste is aregulated medical waste if it meets either of the two criteria of this section:
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L A. Any s0lid waste, as defined in this chapter is aregulated medical wasteif it is suspected by the
health care professona in charge of being capable of producing an infectious disease in humans. A
solid waste shd| be considered to be capable of producing aninfectiousdiseaseif it hasbeen or islikely
to have been contaminated by an organism likely to be pathogenic to hedthy humans, such organismis
not routindy and fredy available in the community, and if such organism hasasgnificant probaility of
being present in sufficient quantities and with sufficient virulenceto transmit disease. If the exact cause
of a paient'sillness is unknown, but the hedlth care professona in charge suspects a contagious
disease isthe cause, the likelihood of pathogen transmission shall be assessed based on the pathogen

suspected of being the cause of theillness.

2: B. Any solid waste that is not excluded from regulation is aregulated medica wasteif itisligedin9

VAC 20-120-150.

ARTICLE 4.

Controlled Regulated Medical Wastes.

9VAC 20-120-150. Ligsof controlled regulated medica wastes.

9 VAC 20-120-150. Ligts of controlled regulated medica wastes.
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In addition to wastes described by the characteristics set forthin 9 VAC 20-120- 140, each solid waste
or solid waste stream on the following ligts is subject to this chapter, unless exempted in 9 VAC

20-120-120 or excluded in 9 VAC 20-120-130.

% A. Cultures and stock of microorganisms and biologicals. Discarded cultures, stocks, specimens,
vaccinesand associated itemslikely to have been contaminated by them are regulated medica wastesif
they are likely to contain organisms likely to be pathogenic to hedthy humans. Discarded etiologic
agentsare regulated medica waste. Wastes from the production of biologicalsand antibioticslikely to
have been contaminated by organisms|likely to be pathogenic to hedthy humans are regulated medica

wastes.

2: B. Blood-and-bleed-preduets Human blood and human body fluids. Wastes congsting of human

areregulated-medieawaste-or human body fluids or items contaminated with human blood or human

body fluids.

3: C. Tissuesand other anatomical wastes. All human anatomical wastesand dl wastesthat are human

tissues, organs, body-parts-or-body-fluids or body parts are regulated medica waste.
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4. D. Sharps. Sharpslikely to be contaminated with organismsthat are pathogenic to healthy humans,

and al sharps needles, syringeswith attached needles, suture needles, and scal pel Susedinpatient-care

or-veterinany-practice are regulated medica wastes.

5. E. Animd carcasses, body parts, bedding and related wastes. When animds are intentiondly
infected with organisms|likely to be pathogenic to healthy humansfor the purposes of research, in vivo
testing, production of biological materids or any other reason; the animal carcasses, body parts,
bedding materid and al other wastes likely to have been contaminated are regulated medical wastes

when discarded, disposed of or placed in accumulated storage.

6: F. Any residue or contaminated soil, water, or other debrisresulting from the cleanup of aspill of any

regulated medical waste.

+ G. Any solid waste contaminated by or mixed with regulated medical waste.
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PART IV.

Generd Requirements.

ARTICLE1 Permitsand On-dte Permits by Rule.

ARTICLE2 Financid Assurance.

ARTICLE 3 Packaging and Labeling Requirements for Regulated Medical Waste.
ARTICLE4 Management of Spills of Regulated Medical Waste.

ARTICLES5 Closure Requirements.

ARTICLE6 Treatment and Disposd.

ARTICLE7 Recordkeeping.

ARTICLE8 Radioactive Materids.

ARTICLE 1.

Permits and On-Ste Permits by Rule.

9VAC 20-120-160. Permit required.

9VAC 20-120-170. Personsrequired to have a permit.

9VAC 20-120-180. Persons qudifying for an onSte permit by rule.
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9 VAC 20-120-160. Permit required.

No person who is subject to this chapter shal treet, store, or dispose of regulated medica waste

without apermit from the department to engagein those activities._Any person required to have apermit for

the management of requlated medica waste shal submit an application for apermit in accord with Part X of

this chapter, with the exception that certain facilities deemed to have an on-gte permit by rulein accord with

9 VAC 20-120-180.

9 VAC 20-120-170. Personsrequiredto-have-apermit. Exemptions from permitting.

aecumulation holding of regulated medica waste H-butk-transpert-containersor on loading docksor areas

designated for loading shdl not require the-eperator-to-held-either an on-Ste permit by rule or a permit

under Part X of this chapter if:

1. Theregulated medical wastes are packaged, marked, and labeled for transport in accordance

with applicable requirements of 49-CFR Part-171through-148- 9 VAC 20-120-210 D.
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12. Thosefacilitiesmerdyfacilitate Thefadllity merdly fadilitatestransportation and de does nat involve

holding of regulated medica waste for more than seven-days twenty-four (24) hours.

23.. No more than 25% of the regulated medical waste received at the loading dock is generated

4. \While regulated medical waste is present, the area is secure from unauthorized access, and means

are provided to prevent damage to the packaging by the d ements or other factors.

B. Fadilities generating 100 gallons per week or more of requl ated medical waste shall not be required

to hold an on-dte permit by rule for sorage or a permit for storage under Part X of this chapter if:

1. A dedgnated storage areais provided for dl aress of the facility accumulating in excess of 200

galons of regulated medicd waste. Designated storage areas shall meset the specid requirements for

doragefadilitiesin Pat V.
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2. All regulated medical waste stored in adesignated storage areais properly packaged in accordance

with the provisons of 9 VAC 20-120-210 and labded in accordance with the provisons of 9 VAC

20-120-220.

3. Whileregulated medica wagteisin sorage thefirst datethe RMW is placed in sorage is affixed to

the outer packaging.

3- 4. No more than 25% of the regulated medica waste recaved at the facility is generated off-Ste.

5. Regulated medica waste is not treated on-Ste.

C. Fadlitiesgenerating lessthan 100 gallons per week of regulated medica waste shdl not berequired

to hold an on-gte permit by rule for storage or a permit for storage under part X of this chapter, or

maintain records as required under 9 VAC 20-120-310 if:

1. Regulated medica waste is not held on-Ste in quantities greater than 200 gallons.

2. Regulated medicd waste is accumulated and held in a safe and secure manner ensuring the

waste cannot spill, or contact workers or the genera public.
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3. When regulated medica waste is ready to be discarded the eenerator complies with the

provisons for loading docks or areas designated for loading in 9 VAC 20-120-170A.

4. Regulated medica waste is not treated on-Site.

D. If afacility does not meet the above requirements for the storage of requlated medicd waste, that

facility isrequired to obtain an on-Ste permit by rulefor on-Ste soragein accordance with the provis onsof

9 VAC 20-120-180.

9 VAC 20-120-180. Persons qudifying for an on-gte permit by rule.

Qudifying facilities are deemed to goerate under a permit for regulated medical waste management
activitiesand their owners or operators are not required to comply with the permit i ssuance procedures of
Part X of thischapter. While personswho own or operate quaifying facilities are not subject to Part X or
required to have awritten permit from the department for those qualifying facilities, they are subject to this
chapter and dl other partsthereof. If aperson owns or operates a regulated medical waste management
unit that does not qudify for an on-site permit by rule, that person must comply with Part X and al other

parts of this chapter for those units, without regard to the presence of any other units on the Ste that are
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operated under a permit by rule. Only those units that are in complete compliance with al the following
conditions are qudified and considered to be under an on-site permit by rule for their operation, and no

on-gte permit by rule shall exist for afacility failing to fulfill any of the following conditions

L A. Thefacility and al regulated medicd waste activities are in compliance with dl parts of these

regulations except Part X.

2: B. More than 75% (by weight, in a caendar year) of al regulated medica waste that is stored,

treated or disposed of by the facility is generated on- Site erthe siteisexclusvely-acolectionpoint-for

3: C. Noregulated medica wasteistrangported from or received by the facility without being properly

packaged and labeled in accordance with this chapter. Facilities storing regulated medical waste will

indicatethefirst date that the waste was placed in storage date on the outer packaging of the requlated

medical waste.

4. D. Theactivitiesa thefacility do not involvethe placing of regulated medica wagtedirectly into or on

the land.
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5. E. Theowner or operator of thefacility hasnotified thedirector inwriting that thefacility isoperating
under an on-dtepermit by rule. Thenatice shdl givethe name of thefacility; the mailing address of the
facility; the location address of the facility; the type of busness the facility serves, the type of facilities
(treatment, storage, trangportation, disposal) involving regul ated medica waste; and the name, address

and telephone number of the prineipal-corperate-otfieer responsible party indicated on the disclosure

datement as required bel ow.

6: F. The owner or operator of the facility has submitted to the director a certification from the local
governing bodly (city, county, or town inwhich thefacility isto belocated) stating; without quifications,
conditions, or reservetions; that the location and operation of the facility are conastent with dll

applicable ordinances.

+ G. The owner or operator of the facility has submitted to the director gppropriate Key Personnel

Disclosure Statements.

H. Thefadility will be operated by anindividua certified by the Board of Waste M anagement Facility

Operators.

ARTICLE 2.
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Financid Assurance.

9VAC 20-120-190. Financid assurance requirements.

9 VAC 20-120-190. Financia assurance requirements.

The department has adopted and will maintain separate regulation, the Financia Assurance Regulaions
for Solid Waste Facilities, which shdl be gpplicable in dl parts to regulated medica waste management
facilities. Nothing in this chapter governing regulated medical waste management shall be consdered to

delete or ater any requirements of the department as set out in Financid Assurance Regulaionsfor Solid

Wadte Facilities.

ARTICLE 3.

Packaging and Labeling Requirements for Regulated Medical Wadte.

9 VAC 20-120-200.

9 VAC 20-120-210.

9 VAC 20-120-220.

9 VAC 20-120-230.

Responghility for packaging and labeling.
Packaging prior to storage, treatment, transport or disposal.
Labdling requirements.

Etiological agents.
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9VAC 20-120-240. Sharps.
9VAC 20-120-250. Protection of packagers.

9VAC 20-120-260. Specid requirements for reusable containers.

9 VAC 20-120-200. Respongibility for packaging and labeling.

A. The generator of regulated medical wasteisresponsible for the packaging and labeing of regulated
medical wastes. Asabag or container becomesfull, it must be sed ed-packaged, labeled and managed as
described in this chapter. Contractors or other agents may provide services to the generator, including
packaging and |abdling of regulated medical waste, however, no contract or other relationship shdl relieve
the generator of the responghility for packaging and labeling the regulated medica waste asrequired by this

chapter.

B. No person shdl receivefor transportation, storage;-trestment-or-dispesal or trestment any regulated

medical wastethat isnot packaged and |abel ed in accord with this chapter. Contractorsor other agentsmay
package or repackage regulated medical wastes to comply with this chapter, if the packaging or
repackaging is performed on-site where the regul ated medical waste was generated and no transportation,
storage, treatment or disposal occurs prior to the packaging or repackaging. Nothing in this section shall
prevent the proper repackaging and further transportation of regulated medica waste that has spilled during

trangportation.



Virginia Department of Environmental QualityPage 47 of 246

Regulated Medical Waste Management Regulations

9 VAC 20-120-210. Packaging prior to storage, trestment-transpert-or-dispesal- or transport

All regulated medical waste shdl be packaged as follows beforeitis stored-treated or-transported-or

sterageor-transpert-A. When regulated medica wastes are discarded they shall be placed in containers

mexting the requirements of the slandards for occupationa exposure to bloodborne pathogensin the

generd industry standard in 16 VAC 25-90-1910.1030. The generd industry slandard  requires the

packaging to be closable, condtructed to prevent leakage, labded with the biohazard symbol, and

closed to prevent spillage during handling. Upon being placed in storage, red bags shall be used for the

packaging of al regulated medica waste except as provided in 9 VAC 20-120-210.2 below.

Packaging shall be labded as provided for in 9 VAC 20-120-220.




Virginia Department of Environmental QualityPage 48 of 246

Regulated Medical Waste Management Regulations

B. Contaminated sharps shdl be placed directly in containers as required by the generd industry

standardsin 16 VAC 25-90-1910.1030. The containers shall be labded as provided for in 9 VAC

20-120-220.

3-Bags C. Asbagsand containers becomefull, they shal be sealed by-tappiigthe gathered-open-end
and-binding-with-tape-or-clesing-deviee such that no liguid waste materias can leak.

trangporting regul ated medical waste, waste will be packaged for transportation in accordance with the

standards of 49 CFR 173 or packaged in accordance with an exemption approved by the United

States Department of Trangportation.196-6r49-CER 173197 as-applicable—49 CER 173196

9 VAC 20-120-220. Labdling requiremernts.
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irg- Waste packaged under the

provisonsof 9VAC 20-120-210A or 9VAC 20-120-210 B shdll belabeled. Thelabe shdl besecurdy

attached to or printed on the-outertayerof packaging and-be-cleady-legible. The labe may be atag

securely affixed to the package. Inddibleink shdl be used to complete the information on the labd , and

the. Thelabd shall-bealeas-three inchesby-fivenehesinsze and theinformation provided on thelabel

must be dearly legible. The following information shal be included:

4 A. The name, address and business telephone number of the generator. and-the-date-erwhichthe

2 B. "Regulated Medicd Wast€' in large print.

4. C. The Biologicd Hazard Symbol. The Biologica Hazard Symbol can be found in the Virginia

Adminigtrative Code print product.
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@

9 VAC 20-120-230. Etiological agents.

All etiologica agents, as defined in 49 CFR 171 through 178, that are transported must be packaged

and labeled as described in 49 CFR 171 through 178-a

9 VAC 20-120-240. Sharps.

Sharps must be placed directly into wgid-and-highly puncture resistant containers as required by the

genera industry standardsin 16 VAC 25-90-1910.1030(d)(4)(iii)(A).
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9 VAC 20-120-250. Protection of packagers.

Persons packaging regulated medical waste shall wear k

and-other gppropriate items of persona pretection-protective equipmen.

9 VAC 20-120-260. Specid requirements for reusable containers.

Regulated medical waste may be conveyed in reusable carts or containers under the following

conditions:

1. A. The waste in the cart or container is packaged and labeled fully in accordance with 9 VAC

20-120-210 through 9 VAC 20-120-240.-Bis

disinfectant.
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-4-C. When reusable carts or containers containing regulated medical waste are used for off-gte

transport, al agpects of the cart or container management shal comply with 9V AC-20-120-500

Federa Department of Transportation Hazardous Materia Regulations 49 CFR 171 to 178 as

applicable.

ARTICLE 4.

Management of Spills of Regulated Medical Waste.

9VAC 20-120-270. Spill containment and cleanup kit.

9VAC 20-120-280. Containment and cleanup procedures.

9 VAC 20-120-270. Spill containment and cleanup kit.
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All regulated medica waste management facilities are required to kegp aspill containment and cleanup
kit within the vicinity of any areawhere regulated medical wastes are managed, and the location of the kit
shdl provide for rapid and efficient cleanup of spills anywhere within the area. All vehicles trangporting
regulated medica wastes are required to carry aspill containment and clean up kit in the vehicle whenever

regulated medica wastes are conveyed. The kit shall consst of at least the following items:

1 A. Materia designed to absorb spilled liquids. Theamount of absorbent materid shdl bethat having
a capacity, as rated by the manufacturer, of one galon of liquid for every cubic foot of regulated
medical wagte that is normally managed in the area for which the kit is provided or 10 gdlons,

whichever isless.

2: B. One gallon of disnfectant in asprayer cgpable of dispersang itschargeinamist andin astream at

adistance. The disnfectant shal be hospital grade and effective against mycobacteria

3. C. Enough red plastic bags to dedble enclose 150% of the maximum load accumulated or

trangported (up to a maximum of 500 bags), that meet the- ASTM-125-pound-Drop-Test-For-Filled

- the applicable

requirements of 49 CFR 173 or an exemption approved by the United States Department of

Trangportation. These bags shall be large enough to overpack any box or other container normally

used for regulated medica waste management by that facility.
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protective equipment.

5: E. A For vehides only, include a firgt ad kit, fire extinguisher, boundary marking tape, lights and

other appropriate safety equipment.

9 VAC 20-120-280. Containment and cleanup procedures.

A-—Following a spill of regulated medical waste or its discovery, the following procedures shdl be

implemented:
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A. Take appropriate precautions to ensure personnd do not comeinto contact with any contaminants

by wearing appropriate persona protective equipment.

B. Repackage spilled waste in accordance with the packaging requirementsin 9 VAC 20-120-210.

C. Transportation of any requlated medical waste must be by atransporter registered in accordance

with the provisons of 9 VAC 20-120-480, Registration of Transporters.
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D. Clean and disinfect any areas having been contacted by regulated medical wastes. Materidsused

to decontaminate the areawill be disinfectants effective againg mycobacteria.

9. E. Take necessary steps to replenish containment and cleanup kit with-termsused.

ARTICLES.

Closure Requirements.

9VAC 20-120-290. Closure requirements.

9 VAC 20-120-290. Closure requirements.
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When aunit that has been used for regulated medicad waste management is to cease operations
involving regulated medical wastes, it shdl be thoroughly cleaned and disinfected. All regulated medical
wagte shdl be disposed of in accord with this chapter, and items of equipment shal be disinfected

decontaminated.

ARTICLE 6.

Treatment and Disposal.

9VAC 20-120-300. Methods of treatment and disposal.

9 VAC 20-120-300. Methods of trestment and disposal.

A. All regulated medical waste must be incinerated, sterilized by steam, or treasted by a method as

described in Part VI, VIII, or IX of this chapter.

B. No regulated medicd waste shdl be disposed of in a solid waste landfill or other solid waste
management facility. Upon authorized treatment and management in accord with this chapter, the solid

wadte or itsash is not regulated medica waste and may be disposed of at any landfill or other solid waste

management facility permitted to receiveputressible municipd solid waste or garbage, provided thedisposa
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is in accordance with the Solid Waste Management Regulations, 9 VAC 20-80-10 et seq., and other

applicable regulations and standards.

C. Regulated medica wastein closed bags or containers shal not be compacted or subjected to violent
mechanica dress, however, after it isfully treated and it is no longer regulated medica wadte, it may be
compacted in a closed container. Nothing in this section shdl prevent the puncturing of containers or
packaging immediately prior to permitted trestment in which grinding, shredding, or puncturing isintegrd to

the process units, however, dl grinding, shredding and puncturing shall be done with safe and sanitary

this section shall prevent the use of devices that grind shred or compact to reduce volume at the point of

genaration. Deviceswill be congtructed in amanner that prevents employee exposureto thewaste, contains

any agrosol or mist which may be caused by the process, and treats or filters any air evacuated from the

chamber during processing. These devices may be employed a the point of generation and prior to

enclosing the regulated medica waste in plastic bags and other required packaging; however, the waste

remainsregulated medical waste. Appropriate means must be employed to appropriately protect workers

and contain the waste when unloading regulated medica wastes from such a device.

ARTICLE 7.

Recordkeeping.
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9VAC 20-120-310. Recordkeeping requirements.

9 VAC 20-120-310. Recordkeeping requirements.

A. AllFUnlessagenerator isexempt from thisrequirement under the provisonsof 9VAC 20-120-170

C, generators and regulated medical waste management facilities that manage regulated medicd wagteshdl

maintain the following records and assure that they are accurate and current:

1. A lig of the members of any committee for the management of infection control for the facility, their

address, their phone numbers and the period of their membership.

2. The date, personsinvolved and short description of eventsin each spill of regulated-medical-wastes

irvelving-more than 32 gallons of regulated medica waste or one quart of regulated medica waste

conssting of freeliquid.

3. A notebook or file containing the adopted policies and procedures of the facility for dedling with

regulated medical wastes.

4. A log of al specid training received by personsinvolved in regulated medica waste management.
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5. A log of regulated medica waste received from off- Site, the generator, the amount and itsgeneration

storage and receipt dates. Records shdl be maintained for aperiod of three years and be available for

review.

B. All regulated medical waste management facilities shal maintain the following records and assure that

they are accurate and current:

1. A sgned certificate for each load received in which the generator affirms that the load does not

contain hazardous waste (including cytotoxic medications) or radioactive materias, except asprovided

in 9 VAC 20-120-320; or

2. A dgned and effective contract, inclusve of dl loads received from a generator, in which the

generator affirmsthat al loads will not contain hazardous waste (including cytotoxic medications) or

radioactive materias, except as provided in 9 VAC 20-120-320.

ARTICLE 8.

Radioactive Materids.
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9VAC 20-120-320. Management of radioactive materids.

9 VAC 20-120-320. Management of radioactive materias.

The United States Nuclear Regulatory Commission (USNRC) hasestablished regulationsunder Title 10
of the Code of Federd Regulationsfor the management of radioactive materials. The Virginia Department
of Health has established other requirements in accordance with Title 32.1 of the Code of Virginia No
regulated medical waste containing radioactive materids, regardiess of amount or origin, shal be trested
unless its management and treatment are in full compliance with these two bodies of regulaions and are

deemed by both regulations not to represent a threet to public heath and the environment.
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PART V.

Specid Requirements for Storage Fecilities.

9VAC 20-120-330. Application.

9VAC 20-120-340. Sanitation.

9VAC 20-120-350. Access.

9VAC 20-120-360. Temperature control and storage period.

9VAC 20-120-370. Drainage and ventilation.

9VAC 20-120-380. Facilities for management of reusable carts or containers.

9VAC 20-120-390. Container management.

9 VAC 20-120-330. Application.

The requirements of this part gpply only to areas of storage where more than 64 200 gdlons of

regulated medical waste are accumulated, including storage of regulated medica waste during transportation

and a incinerator, steam Sterilization and other trestment and disposal facilities. This part appliesto areas

used to transfer aload of regul ated medica waste from one vehicleto another during trangportation, or park

avehicle containing regulated medical waste during transportation for 24 hours or more. This part also

applies to areas that are exempt from permitting requirements aspecified in 9 VAC 20-120-170B which
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incdludes designated on-Ste storage areas.  Regulated medical waste holding areas exempt from the

requirements of this part are discussed in 9 VAC 20-120-170A and 9 VAC 20-120-170C

9 VAC 20-120-340. Sanitetion.

All areas used to store regul ated medical waste must be clean and impermesbletoliquids. Carpetsand

floor coverings with seamas cracks or gapsshall not be used in storage area. Wheretilefloors are used and

seams are present in thetile, the floor must be sealed with wax or other floor coatingsin order to meet this

requirement. Vectors shal be controlled.

9 VAC 20-120-350. Access.

All aress used to store regulated medical waste must have access control that limits access to those

persons specificaly designated to manage regulated medica waste.

9 VAC 20-120-360. Temperature control and storage period.

Any regulated medicd waste that

stored for more than seven days must be refrigerated, stored in an ambient temperature between 35° and

45°F (2° and 7°C). _If the materid is stored away from the Site of generation and the timein Storage is
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unknown, the regulated medical waste must be refrigerated. No regulated medical waste shal be stored

for more than 30 15 days a the Site of generation. Procedures shal be provided to ensure that the above

soragetimefranes aremet. Thedatethat thewasteisfirg placed in soragewill be provided on any outer

packaging while the waste is in sorage.

9 VAC 20-120-370. Drainage and ventilation.

All floor drains shdl discharge directly to an gpproved sanitary sewer system. All ventilation shdll
discharge s0 as to minimize human exposure to the effluent. Storage, transport and transfer to, from, and
between vehicles shdl be under acover that protects the waste containersfrom rainfal and over afloor or
bermed pavement that will contain lesks and spills of liquid from the waste. No requirement for cover,
floor, or pavement shdl be congrued if the activity istrangent in nature, such asin the case of spill cleanup

or weekly collection of waste packages from professiona offices for transport.

9 VAC 20-120-380. Facilities for management of reusable carts or containers.

Waste managed in reusable carts or containers shall meet thefellowingrequirements
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the specid requirements for reusable containersin 9 VAC 20-120-260.

9 VAC 20-120-390. Container management.
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Persons loading, unloading, or handling containers of regulated medical waste shdl wear elean-heavy

S appropriate persona protective equipment.
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PART VI.

Specid Requirements for Trangportation.

9VAC 20-120-400. Application.

9VAC 20-120-410. Sanitation.

9VAC 20-120-420. Access.

9VAC 20-120-430. Temperature control and storage period.
9VAC 20-120-440. Dranage.

9VAC 20-120-450. Packaging, labeling and placards.

9VAC 20-120-460. Management of spills of regulated medical waste.
9VAC 20-120-470. Loading and unloading.

9VAC 20-120-480. Regidration of transporters.

9VAC 20-120-490. Transport by mail.

9VAC 20-120-500. Transport using reusable carts or containers.

9VAC 20-120-510. [Reserved Section).

9 VAC 20-120-400. Application.

The requirements of this part apply to al transportation of regulated medica waste.
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9 VAC 20-120-410. Sanitation.

Surfaces of equipment used to transport regulated medica waste must be clean and impermesble to
liquids, if those aress are involved with the management of the waste. Carpets and floor coverings with
seams cracks or gaps shall not beused.  Vectors shdl be controlled. All trucks and equipment used to

trangport regulated medica waste must be thoroughly cleaned and-disinfested with detergent or hospital

grade dignfectant before being used for any other purpa

S

pertod-ofuse; and prior to any transfer of ownership._Any areas of trucks or equipment that are visbly

contaminated, or that become contaminated as a result of a soill will be immediatdy decontaminated in

accordance with 9 VAC 20-120-280.A 4.

9 VAC 20-120-420. Access.

All vehides—eguiprment-and-service-orparking-areas and equipment used in the trangportation of

regulated medica waste must have access contral that limits accessto those persons specifically designated

to manage regulated medica waste.

9 VAC 20-120-430. Temperature control and storage period.
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Any regulated medica waste that is stored for more than seven days pastitsdate of-generation-andis

transperted must be refrigerated, maintained in an ambient temperature between 35° and 45°F (2%and 5°C);

or more during transport will be considered a storage facility subject to the requirements of Part V. No

sorage during trangport will be allowed without a permit issued in accordance with the proceduresin Part

X.

9 VAC 20-120-440. Drainage.

Storage, transport and transfer to, from, and between vehiclesshall be under acover thet protectsthewaste
containersfrom rainfal and over afloor or bermed pavement that will contain lesks and spillsof liquid from

thewaste. All drainage shdl dischargedirectly to or through aholding tank to an approved sanitary sewer

syslem. No requirement for cover, floor, or pavement shal be construed if the activity istransient in nature,
such as in the case of spill cleanup or weekly collection of waste packages from professond offices for

transport.

9 VAC 20-120-450. Packaging, labdling and placards Sgnege.
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A. No person shdl transport or receive for transport any regulated medica waste that is not packaged

and labeled in accord with Part 1V of this chapter.

B. The accessdoorsto any area holding regulated medica wastein transport shdl haveawarningsgn

in bold anreHarge linch letters that indicates the cargo is regulated medica waste.

9 VAC 20-120-460. Management of spills of regulated medicd waste.

A. All vehicles trangporting regulated medical wastes are required to carry a spill containment and

cleanup kit in the vehicle as specified in 9 VAC 20-120-270, whenever regulated medica wastes are
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B. Following aspill of regulated medical waste or its discovery, thefelowing proceduresspecified in 9

VAC 20-120-280 shdl be implementedk
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9 VAC 20-120-470. Loading and unloading.
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Persons loading and unloading transportation vehicles with regulated medica waste shall wear-elean;

S appropriate persona protective equipment.

9 VAC 20-120-480. Registration of transporters.

A. Atleast- 30-daysprioer Prior to trangporting any regulated medica waste within the Commonwedth,
al trangporters must register with the Department of Environmental Quality. Registration shdl congst of
filing the data specified in subsection B of this section, in written form, and the department will issue a
registration number to the trangporter. No regulated medical waste shdl be transported until theregidration
number isissued. Trangporter shal notify the generator of the waste of his registration number when he

collects the waste.

B. Datato be submitted by personswishing to register asatransporter of regulated medica wastesd|

be asfollows:

1. Name of the person or firm.

2. Business address and telephone number of person or firm. Include headquarters and loca office.
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3. Make, modd and license number of each vehicle to be used to transport regulated medica waste

within the Commonwedth.

4. Name, business address and telephone number of each driver who will operate in the

Commonwedlth.

5. Areas (counties and cities) of the Commonwedth in which the transporter will operate.

6. a Any person or firm other than reported in subdivison 1 of this subsection that isassociated with

the regigtering firm or any other name under which that person or firm does business.

b. Any other person or firm using any of the same vehicles and operators.

7. The name and phone number of a person who may be contacted in the event of an accident or

release.

8. A copy of the Sgned certification statement as follows:

I, (Full Nameof Chief Executive), am chief executive officer of (Lega Name Of Firm) and

do hereby affirmthat dl theinformation provided in thisapplication is correct to the best of
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my knowledge; and | further affirm that neither thisfirm, any antecedent firm to thisfirm, or

any of the officers of this or antecedent firms has been convicted of afelony in any Sate.

C. Within 30 cdendar days following the change of any data in subsection B of this section, the
trangporter shdl notify the department of that change. Fallure to notify the department nullifies the

regigtration and invalidates the registration number._\When the transporter changes legal name, corporate

ownership, or the chief executive officer, he shdl natify the department within 30 days of such a change.

Upon recalving such a natification, the department will revoke the old regigtration, and reissue anew

registration based on the new information.

D. Useof afdse or invaid registration number is prohibited.

Note:  All filingsof dataand requestsfor registration number and issuance of aregigtration number shal be

inwriting.

9 VAC 20-120-490. Transport by mail.

Transport of regulated medica waste by the United States Postal Services that fully complies with 39

CFR 111 shdl be considered to be transportation by aregistered transporter and in compliance with this

chepter if:
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% A. The generator maintains a complete and legible copy of the manifest or mail disposal service

shipping record for aperiod of three years (Note: disposer's certification and other tracking items must

be completed and shown on the copy);

2: B. The addressee is a facility permitted by al the appropriate agencies of the Commonwesdlth of

Virginiaor the hogt state; and

3: C. No package may be more than 35 pounds by weight.

9 VAC 20-120-500. Transport using reusable carts or containers.

A. No reusable carts or containers that have been used to manage regulated medical waste may be

transported unlessthey ha

requires cleaning of the cart.

B. Reusable carts or containers used to transport regulated medica waste must be sedled, highly
puncture resistant, and highly lesk resstant. They shdl conforminal respectsto 49 CFR 172 through 178

for containers and transport of "regulated medica waste.”
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9VAC 20-120-510. [Reserved Section].
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9 VAC 20-120-520.

9 VAC 20-120-530.

9 VAC 20-120-540.

9 VAC 20-120-550.

9 VAC 20-120-560.

9VAC 20-120-570.

PART VII.

Specid Requirements for Incineration.

Application.

Performance standards.

Andysis and management of the ash product; procedure; results and records;
disposition of ash; ash storage.

Compliance with other parts of this chapter.

Unloading operations.

[Reserved Section).

9 VAC 20-120-520. Application.

The requirements of this part apply to dl facilities that incinerate regulated medica waste.

9 VAC 20-120-530. Performance standards.

A. All incinerators for regulated medica wagte shdl maintain the following level of operationa

performance & al times:
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1. Operationd temperature and retention time. Whenever regulated medical wastesareincinerated, all

the regulated medica waste shal be subjected to aburn temperature of not less than 1400°F (760°C)
for a period not less than one hour. For dl incinerators, gases generated by the combustion shdl be
subjected to atemperature of not less than 1800°F (982°C) for a period of one second or more. For
certain incinerators, gases generated by the combustion shal be subjected to atemperature of not less
than 2000°F (1094°C) for a period of two seconds or more under separate requirements of the State
Air Pollution Control Board. Except at start-up, interlocks or other process control devices shall

prevent feeding of the incinerator unless these the required conditions are achieved.

2. Loading and operating controls. The incinerator shal have interlocks or other process control
devicesto prevent feeding of the incinerator until the conditionsin subdivison A 1 of this section are
achieved. Such devices may have an override for cold start-up. Inthe event low temperatures occur,

facilitiesshdl have autométic auixiliary burnersthat are capabl e-exeluding the hest-content-of- the wastes;

of-Hhdependently of maintaining the secondary chamber temperature at the minimum of 1800°F.

3. Monitoring. Thereshdl be continuous monitoring and recording of primary and secondary chamber

temperatures. Monitoring data shal be retained for aperiod of three years.
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4. Waste destruction eficiency. All combustible regulated medical waste shal be converted by the

incineration process into ash that is not recognizable asto its former character.

B. Theincinerator shall be permitted under regulations of the State Air Pollution Control Board and be

in compliance with the regulations of that body.

9 VAC 20-120-540. Analysis and management of the ash product; procedure; results and records,

disposition of ash; ash Storage.

A. Once every eight hours of operation of a continuoudy fed incinerator and once every batch or 24
hours of operation of a batch fed incinerator, a representative sample of 250 milliliters of the bottom ash
shall be collected from the ash discharge or the ash discharge conveyer. Samples collected during 1000
hours of gperation or quarterly, whichever is more often, shdl be thoroughly mixed and seven random
portions of equal volume shall be composited into one samplefor laboratory analysis. Thissample shdl be
tested in accord with the methods established by the VirgniaHazardous Waste Management Regulations
for determining if a solid waste is a hazardous waste. Also, the sample shdl be tested for tota organic

carbon content.

Atincinerators equipped with air pollution control devicesthat remove and collect incinerator emissons

control ash or dust, thisash shall be held separately and not mixed with bottom ash. Once every eight hours
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of operation of acontinuoudy fed incinerator and once every batch or 24 hours of operation of abatch fed
incinerator, arepresentative sample of 250 millilitersof thear pollution control ash or dust shall be collected
from the pollution control ash discharge. Air pollution control ash or dust samples collected during 1000
hours of operation or quarterly, whichever is more often, shal be thoroughly mixed and seven random
portions of equal volume shdl be composited into one samplefor laboratory andysis. Thissample shall be
tested in accord with the methods established by the Virginia Hazardous Waste Management Regulations

for determining if awaste is a hazardous waste.

B. A log shdl document the ash sampling, to include the date and time of each sample collected; the
date, time and identification number of each composite sample; and the results of the andyses, including
|aboratory identification. Resultsof anaysesmust be returned from the laboratory and recorded within four
weeksfollowing collection of the composite sample. Theresultsand records described inthis part shall be

maintained for a period of three years, and shdl be available for review.

C. If awaste ash isfound to be hazardous waste (based on a sample and a confirmation sample) the
waste ash shall be disposed of as a hazardous waste in accord with the Virginia Hazardous Waste
Management Regulaions. If ashisfound not to be hazardous waste by analysis, it may bedisposed of ina
solid waste landfill that is permitted to receive garbage, putreseible municipd solidwaste or incinerator ash,
provided the disposa isin accordance with the Solid Waste Management Regulations, 9 VAC 20-80-10

et sag. If theashisfound to be hazardouswaste, the operator shdl notify the Director of the Department of
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Environmental Quality within24 hours. No later than 15 calendar daysfollowing, the permittee shall submit
aplanfor treating and disposing of thewaste on hand &t the facility and al unsatisfactorily trested waste that
hes |eft the facility. The permittee may include with the plan a description of the corrective actionsto be
taken to prevent further unsatisfactory performance. No ash subsequently generated from the incinerator
waste stream that was found to be hazardous waste shal be sent to a nonhazardous solid waste

management facility in the Commonwesdlth without the express written gpprova of the director.

D. Air pollution control ash and bottom ash shdl be held separately and not mixed ; however, once both
are determined not to be hazardous waste, they may be combined and disposed of as other solid waste.
Throughout the storage of the untested materid it shal be kept in covered highly lesk resstant containers. It
should be held until the generator determines whether the ash waste is hazardous waste. Areas where

untested materia containers are placed must be constructed with a berm to prevent runoff from that area.

E. Regulated medical waste treated in compliance with Part V11, Part V111 or Part IX shdl be deemed
to betreated in accordance with this chapter. Regulated medical waste not treated in accordance with this

chapter shall rot be transported, received for transport or disposa, or disposed of in any solid waste

management facility.

9 VAC 20-120-550. Compliance with other parts of this chapter.
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In generd, incinerator facilities shal comply with al other parts of this chepter. The ste of the
incinerator facility isastoragefacility and must comply with Part V of this chapter. Management of spillsor
the opening in an emergency of any regulated medical waste package, shal comply with 9 VAC
20-120-270 and 9 VAC 20-120-280. Regulated medicd wastes that are or will be incinerated in

accordance with this chapter are not required to be shredded or ground.

9 VAC 20-120-560. Unloading operations.

Persons loading and unloading trangportation vehicles with regulated medica waste shall wear elean;

appropriate persona protective equipment.

9VAC 20-120-570. [Reserved Section].
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PART VIII.

Specid Requirements for Steam Sterilization.

9VAC 20-120-580. Application.

9VAC 20-120-590. Performance standards.

9VAC 20-120-600. Disposal of trested wastes.

9VAC 20-120-610. Compliance with other parts of this chapter.

9VAC 20-120-620. [Reserved Section).

9 VAC 20-120-580. Application.

The requirements of this part gpply to al steam Sterilizers (autoclaves) that serilize regulated medical

waste.

9 VAC 20-120-590. Performance standards.

All gerilizerstor regulated medica waste shdl maintain thefollowing level of operationd performanceat

dl times
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1. A. Operationa temperature and detention. Whenever regulated medical wastes are tregted in a
deam Sevilizer, al the regulated medica waste shdl be subjected to thefollowing operationd standards

(at 100% steam conditions and al air evacuated):

& 1. Temperature of not less than 250°%F for 90 minutes at 15 pounds per square inch of gauge

pressure,

b: 2. Temperatures of not less than 272°F for 45 minutes at 27 pounds per square inch of gauge

pressure, or

& 3. Temperatures of not less than 320°F for 16 minutes a 80 pounds per square inch of gauge

pressure.

Equivaent combinations of operationa temperatures, pressure and time may be gpproved by the
director if the ingaled equipment has been proved to achieve a reliable and complete kill of al
microorganisms in regulated medica waste a design capacity. Written requests for gpprova of an
equivalent standard shal be submitted to the director. Complete and thorough testing shdl be fully
documented, including tests of the capacity to kill B. stearothermophilus. Longer steam Sevilization

times are required when aload contains alarge quantity of liquid.
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2 B. Operational controls and records.

a 1. Steam Serilization unitsshall be evaluated under full loading for effectivenesswith sporesof B.

Stearothermophilus no less than once per month.

b: 2. A log shdl bekept at each steam gerilization unit that iscomplete for the preceding three-year
period. Thelog shdl record the date, time and operator of each usage; the type and approximate
amount of regulated medica waste treated; the dates and results of cdibration; and the results of

effectivetesting described in subdivison 2 aof thissection. Where multiple steam sterilization units
are used, aworking log can be maintained at each unit and such logs periodicaly consolidated at a

centrd location. The consolidated logs shall beretained for threeyearsand be availablefor review.

& 3. Except asdescribed in subdivison2b B4 of thissection, regulated medical waste shal not be
compacted or subjected to violent mechanical stress before steam sterilization; however, after itis

fully sterilized it may be compacted in a closed container.

€ 4. Except as provided in 9 VAC 20-120-550, 9 VAC 20-120-600 E or 9 VAC 20-120-650
D, regulated medica waste shall be ground or shredded into particles that are no larger than an
goproximaesizeof 0.75inchesinany dimenson. Grinding or shredding shal occur inaclosed unit

immediately preceding or following the trestment unit. Trangfer from agrinder or shredder to or
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from atreatment unit shall be under forced draft ventilation that removes fumesfrom the operations

areato asafe discharge.

& 5. All process unitsfor the preparation or trestment of regulated medical wasteshdl bein closed
vessd s under anegative pressure aimospheric control thet filtersal vents, discharges, and fugitive
emissonsof air from the process unitsthrough ahigh efficiency particulateair (HEPA) filter withan
efficiency of 99.97% of 0.3 microns. Air and gases which have themselves been sterilized by the

process are not required to pass through afilter.

9 VAC 20-120-600. Disposal of treated wastes.

A. Solid waste that has been steam dterilized and managed in compliance with these regulaionsis no

longer regulated medical waste and is solid waste. Steam sterilized solid waste may be compacted.

B. All shredded or ground solid waste that has been steam sterilized shal be placed in opaque plastic
bags and seded. The bags may not be red in color. Wherebulk serilizationisused and the solid wasteis
compacted or immediately placed in closed bulk solid waste management containers, which are more than

64 gdlonsin volume, the repackaging of the solid waste in bagsis not required.
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C. Regulated medical waste that has been treated must aso be ground or shredded in accordancewith

9 VAC 20-120-590 2 B or packaged and |abeled in accordance with subsection E of this section.

D. Regulated medical waste treated in compliance with Part V11, Part V111 or Part I X shal be deemed
to betreated in accordance with this chapter. Regulated medical waste not treated in accordance with this

chapter shall not be transported, received for transport or disposa, or disposed of in any solid waste

management fadility.

E. Steam Sevilization facilities in operation on July 1, 1994, and smdl scale processes providing
treatment in accordance with this part of no more than 100 pounds of regulated medical waste per day
(monthly average) are not required to shred or grind the waste. Facilities that do not grind or shred the
waste must sedl the treasted waste in an orange plastic bag and securely attach a tag or label with the

following messagein inddibleink and legible print of a 21-point or greater typeface:

"The generator certifiesthat thiswaste has been trested in accordance with the Virginia Regul ated

Medicd Waste Management Regulations and is no longer regulated medica waste.

Treated: (include date trestment performed)

Generator: (include name, address and telephone number of generator).”
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9 VAC 20-120-610. Compliance with other parts of this chapter.

In generd, Serilizer facilities shal comply with al other parts of this chepter. The Ste of the Serilizer

fadility isastoragefadility and must comply with Part V of this chapter. Management of spillsor theopening

in an emergency of any regulated medica waste package, shal comply with 9 VAC 20-120-270 and 9

VAC 20-120-280.

9VAC 20-120-620. [Reserved Section].
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PART IX.

Specid Requirements for Alternative Treatment.

9VAC 20-120-630. Application.

9VAC 20-120-640. Performance standards.

9VAC 20-120-650. Disposal of trested wastes.

9VAC 20-120-660. Compliance with other parts of this chapter.

9VAC 20-120-670. [Reserved Section).

9 VAC 20-120-630. Application.

The requirements of this part gpply to dl dternative trestment methods that treat regulated medica

waste.

9 VAC 20-120-640. Performance standards.

All dterndtive trestment facilities for regulated medicd waste shdl maintain the following leve of

operationa performance at dl times:
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2 A. Operationd controls and records. The following requirements gpply to dl aternative trestment

fadlities

& 1. Except asprovided in 9 VAC 20-120-550, 9 VAC 20-120-600 E or 9 VAC 20-120-650
D, regulated medical waste shdl be ground or shredded into particles that are no larger than an
aoproximatesizeof 0.75inchesin any dimengon. Grinding or shredding shall occur inaclosed unit
immediately preceding or following the trestment unit. Transfer from agrinder or shredder to or
from atreatment unit shall be under forced draft ventilation that removes fumesfrom the operations

areato asafe discharge.

b: 2. Alternative trestment units shal be eva uated under full loading for effectivenesswith sporesof

B. stearothermophilus or B. subtilis no less than once per month (See 9 VAC 20-120-910 B).

& 3. A log shall be kept at each aternative trestment unit that is complete for the preceding three
year period. Thelog shall record the date, time and operator; the type and approximate amount of
solid waste tregted; and the dates and results of calibration and testing. Where multiple dternative
trestment units are used, aworking log can be maintained a each unit and such logs periodicaly
consolidated at acentral location. The consolidated logsand dl performance parameter recordings

shall be retained for three years and be available for review.



Virginia Department of Environmental QualityPage 92 of 246

Regulated Medical Waste Management Regulations
& 4. Except as described in 9 VAC 20-120-300 C and subdivisons 1a-and-1e Al of this
section, regulated medica waste shall not be compacted or subjected to violent mechanical stress
before treetment. After it isfully treated it may be compacted in a closed container in a safe and

Sanitary manner.

& 5. All processunitsfor the preparation or trestment of regulated medical waste shdl bein closed
vessd s under anegative pressure aimospheric control thet filtersal vents, discharges, and fugitive
emissons of ar from the process units through a high efficiency particulate air (HEPA) filter with

efficiency of 99.97% for 0.3 microns.

2. B. Specid requirements by type of trestment. Facilities shal comply with the following trestment

requirements for the specific technology employed. Each treatment unit shal be preceded by grinding

or shredding in accordance with subdivison -a A1 of this section.

& 1. Dry hest trestment.

& a. Any treatment unit employing dry heet asthe main trestment process shal subject dl the

regulated medical waste to:

) (1) A temperature of no less than 480°F for no less than 30 minutes,
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b} (2) A temperature of no less than 390°F for no less than 38 minutes, or

e} (3) A temperature of no less than 355°F for no less than 60 minutes.

& b. No treatment unit employing dry heat as e main treatment process shdl have a

treatment chamber capacity grester than 1.0 cubic feet in volume.

3) c. Each treatment unit shall be equipped to sense, display and continuoudly record the

temperature of the treetment chamber.

b: 2. Microwave treatment.

£ a. Microwaving treatment shal incorporate pretreatment by shredding and teaminjection

or induction.

& b. Any trestment unit employing microwave radiation as the main trestment process shdl

subject dl the solid waste to a temperature of no less than 203°F for no less than 25 minutes.
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£3) c. Microwaveradiation power of thetrestment processshdl beat least Sx unitseach having

apower of 1,200 watts or the equivaent power output.

4) d. Each microwave treatment unit shal be equipped to sense, display and continuoudy

record the temperature at the start, middle and end of the treatment chamber.

{5) e. Process temperatures at the exposure chamber entry and exit and the waste flow rate

shdl be continuoudy monitored, displayed, and recorded.

€ 3. Chlorination.

H-a. Any treetment unit employing chlorination asthe main treetment process shall subject all
the s0lid waste to a solution whose initid free resdud chlorine concentration is not less than

3,000 milligrams per liter for no less than 25 minutes.

& b. Thefree chlorineresdud of the solid waste durry after treatment shall be maintained at
200 milligrams per liter. The treated s0lid waste stream shadl be equipped to continuously
andyze, display, and record free chlorineresidua concentration. Interval sampling every two

minutes or less may be subgtituted for continuous andyss.
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& 4. Other dterndtive trestment technologies. All aternative trestment technol ogies approved by
the director shdl conform to the requirements of this part and any additiond requirements the

director shal impose a the time of approval.

5 a. Any person who desires to use a trestment technology other than those described in

subdivisons2a-2b-and-2€ B1, B2, and B3 of thissection, Part V11 or Part V111 shdl petition

the director for areview under 9 VAC 20-120-860 and 9 VAC 20-120-870.

& b. If the director finds that the technology and application is in accord with Article 3 (9
VAC 20-120-900 et seq.) of Part XI, hemay consder thefacility for permitting-underPar->x

of thesa regulations.

£3) c. Thedirector may issue apublic notice that an gpplicant has demonstrated compliance of
a process with 9 VAC 20-120-910 through 9 VAC 20-120-950 and consider 9 VAC

20-120-960 in a separate review.

9 VAC 20-120-650. Disposal of treated wastes.
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A. Regulated medica waste that has been treated by an dternate trestment technique and managed in
compliance with this chapter is no longer regulated medical waste and is solid waste. Treated solid waste

may be compacted.

B. All regulated medica waste that has been treated shdl be placed in opague plastic bags and sedled.
The bags may not be red in color. Where bulk trestment is used and the solid waste is compacted and
immediately placed in closed bulk solid waste management containers, which are more than 64 gdlonsin

volume, the repackaging of the trested solid waste in bags is not required.

C. Regulated medica waste tregted in compliance with Part V11, Part V111 or Part IX shall be deemed
to betreated in accordance with thischapter. Regulated medica waste not treated in accordancewith this

chapter shall not be transported, received for transport or disposal, or disposed of in any solid waste

menagement facility.

D. Small scale processes providing trestment of no more than five pounds per day (monthly average) of
regulated medica waste in accordance with this part are not required to shred or grind the waste. Small
scale fadilities that do not grind or shred the waste must sedl the treated waste in an orange plastic bag and

securely attach atag or label with the following message in inddible ink and legible print of a 21-point or

greater typeface:
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"The generator certifies that this waste has been treated in accordance with the Virginia Regul ated

Medicd Waste Management Regulations and is no longer regulated medica waste.

Treated: (include date trestment performed)

Generator: (include name, address and telephone number of generator).”

9 VAC 20-120-660. Compliance with other parts of this chapter.

Ingenerd, dternative trestment facilities shall comply with al other partsof thischapter. Thesteof the

trestment facility isastorage facility and must comply with Part V' of thischapter. Management of spillsor

the opening in an emergency of any regulated medical waste package, shal comply with 9 VAC

20-120-270 and 9 VAC 20-120-280 of this chapter.

9VAC 20-120-670. [Reserved Section].



9 VAC 20-120-680.

9 VAC 20-120-690.

9 VAC 20-120-700.

9VAC 20-120-710.

9VAC 20-120-720.

9VAC 20-120-730.

9 VAC 20-120-740.

9 VAC 20-120-750.

9 VAC 20-120-760.

9VAC 20-120-770.

9 VAC 20-120-780.

9 VAC 20-120-790.

9 VAC 20-120-800.

9 VAC 20-120-810.
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PART X.

Permit Application and I ssuance Procedures.

Scope.

Applicability; exemptions from permit requirements; off-ste permits by rule;
experimentd facility permits; variances.

Permit condiitions.

Permit application procedures, notice of intent; Part A application; Part B
application; permit issuance.

Part A permit application requirements.

Part B permit gpplication requirements.

Effect of the permit.

Closure care.

Recording and reporting required of a permittee.

Permit denid.

Apped of permit denid.

Revocation or suspension of permits.

Apped of arevocation of a permit.

Amendment of permits.
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9VAC 20-120-820. Duration of permits.

9VAC 20-120-830. Exiging fadilities qudifications.

9 VAC 20-120-680. Scope.

This part of the chapter describes procedures for obtaining a permit for the transfer, trestment or

dtorage of regulated medical waste, unless specificaly excluded by these regulations or under a permit by
rule as defined in 9 VAC 20-120-160, 9 VAC 20-120-170, and 9 VAC 20-120-180. Owners and

operators of regulated medicd waste management unitsshall have permitsduring the activelife (induding the

closure periods) of the unit. Fhe-director-may-tssie-or-deny-apermit-An applicant may be considered to

have apermit or apermit may beterminatedfor one or more unitsat afacility without Smultaneoudy issing

ordenyingapermitto affecting dl of the units & the facility.

9 VAC 20-120-690. Applicability; exemptions from permit requirements, off-dte permits by rule;

experimentd facility permits, variances.

A. Except for on-gte permit by rulefacilitiesdescribed in Part 1V, no person shal congtruct, operate or
modify aregulated medical waste management facility in this Commonweslth without apermit issued by the
director in accordance with this part. Notwithstanding the above, the management of materias excluded

under Part 111 or conditionally exempt under Part 111 of this chapter shall not require a permit.
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B. Each regulated medicd waste management facility permit shal be limited to one Ste and shdl be

nontransferabl e between sites.

C. Issyaneeet-a A new permit isrequired when there is.

1. Any new regulated medicd waste management facility; or

2. Any changein design or process of aregulated medica waste management facility thet will, in the

opinion of the director, result in asubgtantialy different type of facility.

D. Unlessthe The owner or operator of the following facilities ehoosesto-apply-for-and-receiveafull

permit-he shall be deemed to have aregulated medica waste management facility permit notwithstanding

any other provisons of Part X, if dl the conditions listed are met:

1. The owner or operator of a storage facility or transfer station:

a Noatifies the director of his intent to operate such a facility and provides to the department

documentation required under 9 VAC 20-120-710 B of this chapter;
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b. Provides the director with a certification that the facility meets the standards of Part V;

¢. Furnishesto the director acertificate signed by aregistered professiona engineer that thefacility

has been designed and constructed in accordance with the standards of Part V;

d. Submitsto the director an operational plan describing how the standards of Part VV will be met,

and provides the operationd information required in 9 VAC 20-120-730;

e. Submitsto the director aclosure plan describing how the standards of 9 VAC 20-120-290 will

be met;

f. Submitsto the director the proof of financid responsbility if required by the Financia Assurance

Regulations for Solid Waste Facilities (9 VAC 20-70-10 et seg.); and

g. Submitsto thedirector the results of the public participation effort conducted in accordance with

the requirements contained in 9 VAC 20-120-690 D 4.

2. The owner or operator of an incineration or other treatment fadlity:
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a Noatifies the director of his intent to operate such a facility and provides to the department

documentation required under 9 VAC 20-120-710 B of these regulations,

b. Providesthedirector with acertification that thefacility meetsthestandards of Part V11, VIII, or

IX;

c. Furnishesto the director a certificate Sgned by aregistered professona engineer that thefacility

has been designed and congtructed in accordance with the standards of Part VII, VIII, or IX;

d. Submitsto thedirector an operationd plan describing how the standards of Part Vi1, VIII, or IX

will be met, and provides the operational information required in 9 VAC 20-120-730;

e. Submitsto the director aclosure plan describing how the standards of 9 VAC 20-120-290 will

be met;

f. Submitsto the director the proof of financid responsbility if required by the Financia Assurance

Regulations for Solid Waste Facilities (9 VAC 20-70-10 et seg.); and

0. Furnishes to the director a copy of the facility permit issued for ar pollution control of any

regulated point source discharges a the facility.
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3. Use of materidsin amanner congtituting disposal. (Reserved)

4. Public participation.

a Beforetheinitiation of any congtruction at thefacility under 9 VAC 20-120-690D 1 or 9VAC
20-120-690 D 2, the owner or operator shal publish a notice in a magor local newspaper of
generd circulation informing the public that heintendsto congtruct and operate afacility digiblefor

an off-gte permit by rule. The notice shall indude:

(1) A brief description of the proposed facility;

(2) A statement that the purpose of the public participation is to acquaint the public with the
technical agpects of thefacility and how the stlandards and the requirements of this chapter will

be met;

(3) Announcement of a30-day comment period, in accordancewith9 VAC 20-120-690 D 4
d, and the name and address of the owner's or operator's representative where comments shall

be sent;



Virginia Department of Environmental QualityPage 104 of 246

Regulated Medical Waste Management Regulations
(4) Announcement of the date, time, and place for a public meeting held in accordance with 9

VAC 20-120-690 D 4 c; and

(5) Location where copies of the documentation to be submitted to the department in support
of the off-dte permit by rule natification and any supporting documents can be viewed and

copied.

b. The owner or operator shal place a copy of the documentation and support documentsin a

location accessble to the public in the vicinity of the proposed facility.

c. Theowner or operator shdl hold apublic meeting not earlier than 15 daysafter the publication of
the notice required in 9 VAC 20-120-690 D 4 aand no later than saven days before the close of

the 30-day comment period. Themeeting shall be held to the extent practicableinthevicinity of the

proposed facility.

d. The public shdl be provided 30 daysto comment on the technical and the regulatory aspects of
the proposal. The comment period will begin on the date the owner or operator publishes the

notice in the local newspaper.
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5. Upon receiving the certificationsand other required documents and after conducting acompleteness
review, thedirector will acknowledgetheir receipt and inform the owner or operator of the status of the
submittal. If thegpplicant'ssubmissionisadminigratively incomplete, theletter will Satethat thefacility
will not be considered to have an off-gte permit by rule until the missing certifications or other required
documentation issubmitted. At thetime of theinitia receipt or at alater date, the director may require
changes in the documents designed to assure compliance with the slandards of PartsV, VI, VII, VIII

and 1 X, if gpplicable. Should such changes not be accomplished by the facility owner or operator, the

be deamed to have a regulated medica waste management facility permit.

6. An off-gte permit by rule may not be transferred by the permittee to a new owner or operator.
However, when the property transfer takes place without proper closure, the new owner shdl notify the
department of the sde and fulfill dl the requirements contained in 9 VAC 20-120-690 D 1 through 9
VAC 20-120-690 D 3 with the exception of those deding with the financid assurance. Upon
presentation of the financia assurance proof required by 9 VAC 20-70-10 et seg. by the new owner,
the department will rdease the old owner from his closure and financid responghilities and

acknowledge existence of the new off-gte permit by rule in the name of the new owner.
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7. The owner or operator of afacility operating under an off-ste permit by rule may modify itsdesign
and operation by furnishing the department anew certificate prepared by the professona engineer and
anew operationd plan. Whenever modifications in the design or operation of the facility affect the
provisions of the approved closure plan, the owner or operator shall aso submit an amended closure
plan. Should there be an increase in the closure costs, the owner or operator shall submit anew proof
of financia responghility asrequired by the Financid Assurance Regulationsfor Solid Waste Facilities

(9 VAC 20-70-10 et seq..

8. Inthe event that afacility operating under an off-gte permit by rule violates any applicable siting,
design and construction, or closure provisionsof Part V, VI, VIII, or IX, the owner or operator of the
facility will be considered to be operating an unpermitted facility and shall be required toeither-ebtaina

close under 9 VAC

20-120-290, 9 VAC 20-120-710 and 9 VAC 20-120-750.

9. Thedirector shal terminate off-site permit by ruleand shdl require dosure of thefacility whenever he

finds that:

a Asareault of changesin key personnel, the requirements necessary for an off-ste permit by rule

are no longer satisfied;
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b. The gpplicant has knowingly or willfully misrepresented or failed to discloseamaterid fact inhis
disclosure statement, or any other report or certification required under this chapter, or has
knowingly or willfully falled to notify the director of any materia change to the information in the

disclosure statement; or

c. Any key personnel has been convicted of any of thecrimeslisted in § 10.1-1409 of the Code of
Virginia, punishable as felonies under the laws of the Commonwedth or the equivaent of them
under the laws of any other jurisdiction; or has been adjudged by an adminigirative agency or a
court of competent jurisdiction to have violated the environmenta protection laws of the United
States, the Commonwed th or any other state and the director determines that such conviction or
adjudicationissufficiently probative of the permittegsinahility or unwillingnessto operatethefadility

in alavful manner.

d. The operation of the fadility is inconastent with the facility's operations manua and the

operationd requirements of the regulations.

E. The director may issue an experimenta facility permit for any regulated medical waste treatment
fadility thet proposesto utilizean innovative and experimental regulated medica waste trestment technol ogy

or processfor which permit standardsfor such experimentd activity have not been promulgated under Part
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VII, Pat VIl or Part IX. Any such permit shall include such termsand conditionsaswill assure protection

of human hedlth and the environment. Such permits shall:

1. Provide for the congtruction of such facilities based on the sandardsshownin Part V, Part VI, Part

VIII, or Part I X, as necessary;

2. Providefor operation of thefacility for nolonger than one calendar year unless renewed as provided

elsawhere in this chapter;

3. Provide for the receipt and treatment by the facility of only those types and quantities of regulated
medicad waste that the director deems necessary for purposes of determining the efficiency and
performance capabilities of the technology or process andthe effects of such technology or processon

human hedth and the environment, and

4. Include such requirements as the director deems necessary to protect human hedth and the
environment (including, but not limited to, requirements regarding monitoring, operation, closure and
remedid action), and such requirements asthe director deems necessary regarding testing and providing

of information to the director with respect to the operation of the facility.
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For the purpose of expediting review and issuance of permits under this subsection, the director may,
cong stent with the protection of human health and the environment, modify or waive permit gpplication and
permit issuance requirements in Parts V, VII, VIII or 1X, except that there may be no modification or
waiver of regulationsregarding locdl certification, disclosure satement requirements, financid respongbility

{Heludingasdranes) or of procedures regarding public participation.

No experimental permit may be renewed more than threetimes. Each such renewd shdl befor aperiod

of not more than one calendar year.

F. Thedirector may grant avariance, in accordance with the proceduresin Part X1, fromany regulation

contained in this part to a permittee provided the requirements of Part X are met.

9 VAC 20-120-700. Permit conditions.

Whenissding-a-permit-the Thedirector may include conditionsin any permit that he finds necessary to

protect public heglth or the environment or to ensure compliance with this chapter.

9 VAC 20-120-710. Permitapplication-procedures—netice Notice of intent;-Part-A-application-Part B
fication: .
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A. Any person who proposes to establish a new regulated medica waste management facility, or
modify an existing regulated medica waste management facility, shal submit a permit gpplication to the

department, using the procedures set forth in 9 VAC 20-120-690 and other pertinent sections of this part.

B. To initiate the permit gpplication process, any person who proposes to establish a new regulated
medica waste management facility (“regulated medica waste management”), or modify an existing regul ated
medical waste management facility, or to amend an existing permit shdl file a notice of intent with the
director stating the desired permit or permit amendment, the precise location of the proposed facility, and
the intended use of the facility. The notice shall be in letter form and be accompanied by-area-and-site

leecattonmaps the information described in 9 VAC 20-120-720.

No agpplication shall be deemed complete unlessit isaccompanied by adisclosure satement as shown

in APPENDIX 10.1 for dl key personndl.

No gpplication for a permit for a regulated medical waste management facility shall be considered
complete unlessthe notice of intent isaccompanied by acertification from the governing body of the county,
city, or town in which the facility is to be located sating that the location and operation of the facility are
congstent with al applicable ordinances. No certification shal be required for the gpplication for an
amendment or modification of an exising permit. For the convenience of the regulated community, a

certification form is shown in APPENDIX 10.2.
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If thelocation and operation of thefacility isstated by theloca governing body to be consstent with all

its ordinances, without qudifications, conditions, or reservations, the applicant wilHbe netifiedthat-he may

submit hisapplication for apermit.




Virginia Department of Environmental QualityPage 112 of 246

Regulated Medical Waste Management Regulations




Virginia Department of Environmental QualityPage 113 of 246

Regulated Medical Waste Management Regulations




Virginia Department of Environmental QualityPage 114 of 246

Regulated Medical Waste Management Regulations

9 VAC 20-120-720. Part-A-permit-apphicationreguirements. Submisson requirements

A. Theinformation provided in this section shall be included in Part-A-ef-the permit-applicationfora

cHities the submission of anotice of intent asrequiredin 9 VAC 20-

120-710 unless otherwise specified in this section.
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B. FhePart-A-permitapplicationconsissof-a A letter will be provided sating the type of the fedility for

which the permit gpplication ismade and the certification required in subsection F of this section, the Part-A

applicationformshownnAPPENDP-10-3with and dl pertinent information and attachmentsrequired by

this section.

C. A key map ef-the Part-A-permit-apphication-ddineating the generd location of the proposed facility,
shall be prepared and attached as part of the application. The key map shall be plotted on a seven and
one-haf minute United States Geologica Survey topographica quadrangle. The quadrangle shall bethe
most recent revison available, shall include the name of the quadrangle and shdl delineate aminimum of one
mile from the perimeter of the proposed facility boundaries. One or more maps may be utilized where

necessary to insure clarity of the information submitted.

D. A near-vicinity map shall be prepared and attached as part of the gpplication. Thevicinity map shall
have aminimum scaeof oneinch equals 200 feet (linchd; = 200"). Thevicinity map shdl ddineatean area
of 500 feet from the perimeter of the property line of the proposed facility. The vicinity maps may be an
enlargement of aUnited States Geologica Survey topographica quadrangle or arecent agria photograph.

The vicinity map shdll depict the following;

1. All homes, buildings or structuresincluding the layout of the buildingsthat will comprisethe proposed

fecility;
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2. The boundaries of the proposed facility;

3. The limits of the actud dispesal-eperations waste management aresas within the boundaries of the

proposed facility, if gpplicable;

4. Lots and blocks taken from the tax map for the ste of the proposed facility and al contiguous

properties,

5. The base flood plain, where it passes through the map areg; or, otherwise, a note indicating the

expected flood occurrence period for the areg;

6. Exigting land uses and zoning dassfication;

7. All water supply wells, springs or intakes, both public and private;

8. Al utility lines, pipelines or land based facilities (indluding mines and wells); and

9. All parks, recreation areas, dams, historic areas, wetlands areas, monument areas, cemeteries,

wildlife refuges, unique natura aress or Smilar features.
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E. A copy of the lease or deed (showing page and book location) or certification of ownership of the

gte. The department will not consder an gpplication for a permit from any person who does not

demondtrate legal control over the Site for the period of the permit life—A-deeumentation-of-an-optionto

F. A signred statement signed by the applicant_indicating that he has sent written notice to al adjacent
property ownersor occupantsthat heintendsto develop aregulated medica waste management facility on
the ste—=a-._A copy of the notice and the names and addresses of those to whom the noticeswere sent will

also be provided.

9 VAC 20-120-730. Part-B-permit-gpphicationreguirementsOperationa Information
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provided outlining the details of the design/operationd capacities of the facility, anergency contingency

information and daily operation of the facility asfollows
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1. The introductionto-the designrepert narrative shdl identify the project title; engineering consultants;
dte owner, licensee and operator; Ste life and capacity; municipdlities, industries and collection and
trangportation agencies served; and waste types to be disposed. It shall dso identify any exemptions

desired by the gpplicant.

2. The design-capacity-specifications narrative shall indude-a-amirium, the following information:

a Therated capacity of the facility, in both tons per day and tons per hour;

b. The expected short-term and projected future long-term daily loadings;

C. The designation of norma loading, unloading and storage areas, including capacitiesin cubic

yardsand tons. Description of the time such areas can be practically used, based on expected short-term

daily loadings

d. The designation of emergency loading, unloading, storage or other dispesal-capabiitiesto-be

used actions to be taken when facility system down time exceeds 24 hours;

e. The designation of dternate dispesal treatment areasor plansfor transfer of stored wasteinthe

event facility system down time exceeds 72 hours,



Virginia Department of Environmental QualityPage 122 of 246

Regulated Medical Waste Management Regulations

3. The design-speciticationsfor narrdive will discuss the generation of processresiduestoincludethe

following:

a The expected daily quantity of waste resdue generated,

b. The proposed ultimate disposa location for dl facility-generated waste resduesincluding, but not
limited to, treated weste, ash residues and by-pass materid, resdues resulting from air pollution control
devices, and the proposed dternatetreatment or disposa |ocationsfor any unauthorized wastetypes, which
may have been unknowingly accepted. The schedulefor securing contracts for thetreatment or disposd of

these waste types a the designated |ocations shal be provided;

C. A descriptive statement of any materias use, reuse, or reclamation activities to be operated in

conjunction with the facility, either on the incoming regulated medical waste or the outgoing residue;

teation discussion of the proposed onsite and off-gte
transgportation system intended to service vehicles hauling waste to the facility for processing, and vehicles
removing reclamed materids and or process resdues from the fecility. Onsite parking, access and exit
points, and the mechanisms or featuresthat will be employed to provide for an even flow of traffic into, out

of, and within the site, shall be identified;
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5. A detalled andyss shdl be made of the financid responsbility for the time of Ste closing; and

E B. Theoperationsmanud shall providethe detail ed proceduresby-which the operatorwil-plerent

the-designplans-and-specifications describing actions taken by facility personnd from the time of waste
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ddivery, through waste storage, processing and find trangportation and disposa. As a minimum, the

operations manua shdl include:

1. Dally operaionsincluding a.:_A discussion of thetimetable for devel opment; waste types accepted
or excluded; typica waste handling techniques, hours of operation; traffic routing; drainage and erosion
control; windy, wet and cold wegather operations, fire protection equipment; manpower; methods for
handling of any unusud waste types, methods for vector, dust and odor control; daily cleanup;

sdvaging; record keeping; parking for vistors and employees, monitoring; backup equipment with
names and telephone numbers where equipment may be obtained; and other special design festures.

Thisinformation may be devel oped asaremovable section toimprove accessibility for the Ste operator.

2. The proceduresthat will be used to labdl individua waste containers, buk containersor traillerswith

the date that the waste materids were received from off-ste, and the procedures that will be used to

demondtrate that the waste is treated within 15 days of receipt.

2. 3.Site clogng information condsting of a discussion of the anticipated sequence of events for Ste

closing and discussion of those actions necessary to prepare the Site forteng-term-care and-fina-useay

anticipated post-closure use.
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E C. An emergency contingency plan that delineates procedures for responding to fire, explosons or

any unplanned sudden or non-sudden releases of harmful condtituentsto the air, soil, or surface or ground
water shdl be submitted to the department as part of the Part B gpplication. Before submisson to the
department it will be coordinated with theloca police and fire departments, and the appropriate hedth care

facility. The contingency plan shall contain:

1. A description of the actionsfacility personne shall takein the event of various emergency Stuations,

2. A description of arrangements made with the loca police and fire department that dlow for
immediate entry into the facility by their authorized representatives should the need arise, such asinthe

case of response personnd responding to an emergency Stuation; and

3. A ligt of names, addresses and phone numbers (office and home) of al personsqudified to act asan
emergency coordinator for the facility. Where more than one person is listed, one shdl be named as
primary emergency coordinator and the other shdl be listed in the order in which they will assume

responsibility as aternates.
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G D. The gpplicant shdl prepare and submit a detailed plan for closng any regulated medical waste
management_unit. Such aplan shall be prepared to reflect the actionsrequired at any point inthelife of the
facility and a thetime of closing thefacility. The plan should reflect al eps necessary to isolatethe facility

from the environment or to remove and-dispeseof-adl regulated medica wasteand resduein thefacility for

proper trestment and to decontaminate thefacility. The closure plan should reflect al actions necessary for

facility abandonment or uses other than for regulated medica waste managemen.

9 VAC 20-120-740. Effect of the permit.
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B: A. Eachfacility permitted to accept regul ated medica waste requires periodic ingpection and review

of records and reports. Such requirements shall be set forth in the fina permit issued by the department.

The permit gpplicant, by accepting the permit, agrees to the specified periodic inspections.

. Compliancewith avalid permit and this chapter during itsterm congtitutes compliance for purposes

of enforcement, with the VirginiaWaste Management Act. However, apermit may beamended+evoked

Omodified

consdered invdid, or terminated for causeas set forthin 9 VAC 20-120-690D7, 9 VA C 20-120-690D8,

and 9 VAC 20-120-690D9.

D-—TFhe-issuance-ea A permit does not convey any property rights of any sort, or any exclusve

privilege.

E-Fheissuanceofa A permit does not authorize any injury to personsor property or invasion of other

private rights, or any infringement of federal, Commonwesdlth or local law or reguletions.
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E- A permit may betransferred by

requirements-as-may-be-necessaryin accordance with the proceduresin 9 VAC 20-120-690D6.

G: The permit may, when-apprepriateconsstent with 9 VAC 20-120-700, specify a schedule of

compliance leading to compliance with this chapter.

1. Any schedules of compliance under subsections G or H of this section shdl require compliance as

soon as possible.

2. Except asotherwise provided, if apermit establishes aschedule of compliancethat exceedsoneyear

from thedate of permit issuance, the schedule shdl set forth, interim requirementsand the datesfor their

achievement.

a The time between interim dates shall not exceed one yesr;

b. If the time necessary for completion of any interim requirement ismore than one year and isnot

readily divisbleinto sagesof completion, the permit shal specify interim datesfor the submisson of
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reports of progress toward completion of the interim requirements and indicate a projected

completion date.

3. The permit shall be written to require that no later than 14 calendar daysfollowing each interim date
and the findl date of compliance, a permittee shal notify the director, in writing, of his compliance or

noncompliance with the interim or fina requirements.

H- A permit gpplicant or permittee may cease conducting regulated activities ( by receiving atermina
volume of regulated medical waste and, in case of treatment or storage facilities, closing pursuant to
applicablerequirements, or, in case of disposal facilities, closing and conducting post-closure care pursuant

to applicable requirements) rather than continue to operate and meet permit requirements as follows:

1. If the permittee decides to cease conducting regulated activities at a specified time for apermit that

has aready been issued:

a The permit may be amended modified to contain anew or additiona scheduleleadingto timely

cessation of activities, or

b. The permittee shall cease conducting permitted activities before noncompliance with any interim

or fina compliance schedule requirement dready Specified in the permit.
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2. If the decison to cease conducting regul ated activitiesis made before the issuance of apermit whose
termswill include the termination date, the permit shall contain ascheduleleading to termination that will

ensure timely compliance with gpplicable requirements.

3. If the permittee is undecided whether to cease conducting regulated activities, the director may issue

or amend a permit to continue two schedules as follows

a Both schedules shdll contain an identical interim deadline requiring afina decison on whether to
cease conducting regulated activities no later than adate that ensures sufficient time to comply with
goplicable requirements in a timely manner if the decison is to continue conducting regulated

activities,

b. One schedule shdll lead to timely compliance with applicable requirements;
C. The second schedule shdll lead to cessation of regulated activitiesby adatethat will ensuretimely

compliance with applicable requirements.

d. Each permit containing two schedules shdl include a requirement thet, after the permittee has

made a find decison, he shdl follow the schedule leading to compliance if the decison is to
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continue conducting regulated activities, and follow the schedule leading to termination if the

decision isto cease conducting regulated activities.

4. The gpplicant's decisonsto cease conducting regulated activities shdl be evidenced by afirm public

commitment satisfactory to the director, such asaresolution of theboard of directors of acorporation.

9 VAC 20-120-750. Closure care.

A. An owner, operator or permittee intending to close aregulated medica waste management facility

shdl natify the department of the intention to do so asleast 180 calendar days prior to the anticipated date

of dosing.

B. Closure shal occur in accord with an gpproved closure plan, which shal be submitted with the

permit application documents and approved with-the permitisstanee whenthe director acknowledgesthat

the facility is consdered to have a permit. The holder of the permit shall submit a proposed modified

closure planto the department for review and approva as such modifications become necessary during the

life of the facility.

C. The department shall ingpect al regulated medical waste management facilitiesthat have been closed

to determineif the closng is complete and adequate. 1t shall notify the owner of aclosed facility, in writing,
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if theclosureis satisfactory, and shal order necessary construction or such other stepsasmay be necessary
to bring unsatisfactory stesinto compliancewith this chapter. Notification by the department that the closure
is satisfactory does not relieve the operator of responsbility for corrective action to prevent or abate

problems caused by the facility.

9 VAC 20-120-760. Recording and reporting required of a permittee.

A. A permit may Secify:

1. Required monitoring, including type, intervals and frequency, sufficient to yield data that are

representative of the monitored activity;

2. Requirements concerning the proper use, maintenance, and ingtalation of monitoring equipment or

methods, including biologicad monitoring methods when appropriate; and

3. Applicablereporting requirements based upon theimpact of the regulated activity and as specifiedin

this chapter.

B. A permittee shal be subject to the following whenever monitoring is required by the permit:



Virginia Department of Environmental QualityPage 133 of 246

Regulated Medical Waste Management Regulations

1. The permittee shdl retan records of al monitoring information, including al cdibration and

maintenancerecordsand dl origina strip chart recordingsfor continuous monitoring instrumentation for

at least three years from the sample or measurement date. Thedirector may request that this period be

extended.

2. Records of monitoring information shal include:

a The date, exact place and time of sampling or measurements,

b. Theindividuads who performed the sampling or measurements,

C. The dates analyses were performed;

d. Theindividuaswho performed the analyses;

e. The andytica techniques or methods used; and

f. The results of such andyses.

3. Monitoring results shall be maintained on file for ingpection by the department.
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C. A permittee shdl be subject to the following reporting requirements:

1. Written notice of any planned physicd dterations to the permitted facility, unless such items were
included in the plans and specifications or operating plan gpproved by the department, shal begivento

the director and approved before such alterations are to occur.

2. Reports of compliance or noncompliance with, or any progress reports on, interim and fina
requirements contained in any compliance schedule of the permit, shal be submitted no later than 14

caendar days following each schedule date.

3. The permittee shdl report to the department any noncompliance or unusud condition that may

endanger hedth or environment. Any information shall be provided oraly within 24 hoursfromthetime
the permittee becomes aware of the circumstances. A written submission shall also be provided within
five caendar days of the time the permittee becomes aware of the circumstances. The written

submisson shal contain adescription of the noncompliance and its cause; the period of noncompliance,
induding exact dates and times, and, if the noncompliance has not been corrected, the anticipated timeit
is expected to continue. It shal also contain steps taken or planned to reduce, diminate and prevent

reoccurrence of the noncompliance.
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D. Copies of dl reports required by the permit, and records of al data used to complete the permit
application must be retained by the permittee for & least three years from the date of the report or

application. The director may request that this period be extended.

E. When the permittee becomes awarethat hefailed to submit any relevant facts or submitted incorrect

information in a permit gpplication or in any report to the director, he shal promptly submit such omitted

facts or the correct information with an explanation.

9 VAC 20-120-770. [Reserved] Permit deniak-
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9 VAC 20-120-780. [ Reserved]-permit-denia-
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9 VAC 20-120-790. [ Reserved] Revocation-or-suspension-of-permits:
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9 VAC 20-120-800.[ Reserved]-Appedl-of-arevocation-of-a-permit:
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9 VAC 20-120-810.[Reserved] Amendment-of-permits:
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5. Temporary authorizations.

a Uponrequest of the permittee, the director may, without prior public notice and comment, grant

the permittee atemporary authorization in accordance with the requirements of subdivison F 5 of

this section. Temporary authorizations shall have aterm of not more than 180 caendar days.

b. (1) The permittee may request atemporary authorization for:

(8 Any sibgtantive amendment mesting the criteriain subdivison F 5 ¢ (2) (8) of this

section, and

(b) Any mgor amendment that meets the criteriain subdivison F5c¢ (2) (8 or F5¢ (2

(b) of thissection; or that meetsthe criteriain subdivisonsF5 ¢ (2) (c) and F5 ¢ (2) (d) of
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this section and providesimproved management or trestment of aregulated medica waste

dready lised in the facility permit.

(2) The temporary authorization request shdl include:

(& A description of the activities to be conducted under the temporary authorization;

(b) An explanation of why the temporary authorization is necessary; and

(c) Sufficient information to ensure compliance with Part V or Part VI standards.

(3) The permittee shall send a notice about the temporary authorization request to al persons

on the fadility mailing ligt. This natification shal be made within saven cdendar days of

submission of the authorization request.

¢. The director shdl approve or deny the temporary authorization as quickly asispractica. To

issue atemporary authorization, the director shal find:

(1) The authorized activities are in compliance with the standards of Part V, VII, VIII or 1X.
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(2) Thetemporary authorization is necessary to achieve one of thefollowing objectives before

action islikely to be taken on a amendment request:

(8 Tofacilitate timely implementation of closure or corrective action activities,

(b) To prevent disruption of ongoing waste management activities,

(c) To enable the permittee to respond to sudden changesin the types or quantities of the

wastes managed under the facility permit; or

(d) Tofecilitate other changesto protect human hedth and the environment.

d. A temporary authorization may be reissued for one additiond termof up to 180 calendar days
provided that the permittee has requested a substantive or a mgor permit amendment for the
activity covered in the temporary authorization, and (i) the reissued temporary authorization

condtitutes the director's decison on a substantive permit amendment in accordance with
subdivisons F 2 (2) (d) or F 2 f (3) (d) of this section, or (ii) the director determines that the
reissued temporary authorization involving amgor permit amendment request iswarranted to alow
the authorized activities to continue while the amendment procedures of subdivison F 3 of this

section are conducted.
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7. Newly defined or identified wastes. The permittee is authorized to continue to manage wastes

defined or identified as regulated medica waste under Part 111 if he:

a Was in existence as a regulated medica waste management facility with respect to the newly
defined or identified regulated medical waste on the effective date of the find rule defining or
identifying the waste; and

b. Isin compliance withthe standards of Part V, V11, VIl or I X, asapplicable, with respect to the
new waste, submits a minor modification request on or before the date on which the waste

becomes subject to the new requirements; or

c. Isnotin compliance with the standards of Part V or V1, as applicable, with respect to the new
wagte, but submits a complete permit amendment request within 180 calendar days after the

effective dete of the definition or identifying the waste.
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G. The auitahility of the facility location will not be considered at the time of permit amendment unless
new information or standardsindicate that an endangerment to human hedlth or the environment existsthat

was unknown at the time of permit issuance.

9 VAC 20-120-820. Duration of permits.

Any permit for the management of regulated medical waste shdl expire after 10 years of operation.
Permits shal not be extended beyond the 10 year permit by permit transfer or modifications. At any time
morethan 180 calendar daysprior to the expiration of the permit and no more than 480 calendar daysprior
to the expiration of the permit, the holder of avaid permit may request that the director renew the permit
and submit dl information known to permit holder that is changed or new since the origind permit
gpplication and that has not been previoudy submitted to the director. A permit may be renewed for a

period of 10 years of operation. Processing of the request will be in accordance with the following:

% A. If the holder of avalid permit for a regulated medical waste management facility files with the
director arequest to renew the permit at least 180 caendar days prior to the expiration of that permit,
the director will cause an audit to be conducted of thefacility's past operation, its current condition and
the records held by the department concerning the facility. Within 60 calendar days of receipt of a
proper request, the director will report to the applicant the findings of the audit and those items of

correction or information required before renewa will be consdered. The director shall review the
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environmental compliance history of the permittee, materia changesin key personnel, and technica

limitations, sandards, or regulations on which the original permit was based. If the director finds
repested materid or substantia violations of the permittee or materiad changes in the permittee's key
personnd would make continued operation of the facility not in the best interest of human hedlth or the
environment, the director shdl deny the request for renewa of the permit. If the director finds the
facilities to be insufficient to comply with regulations in effect a the time of the proposed renewd, the
director shdl deny the request for renewd. The director shal request any information from the
permittee that is necessary to conduct the audit, and that is reasonably available to the permittee and

substantive to the proposed renewd.

2: B. If the gpplicant filesfor renewa lessthan 180 calendar days prior to the expiration of theorigind
permit or files an improper applicaion the director shdl deny the gpplication for renewd. If an
aoplication for renewa has been denied for afacility, any further applications and submittals shal be

identical to those for anew facility.

9 VAC 20-120-830. Exigting facilities qudifications.

Ownersand operatorsof existing and permitted infectious waste management facilitiesare not required

to submit an gpplication for anew permit a the time these amended regul ations become effective. Exiding

permits will remain valid, except that conditions or waivers in exising permits that conflict with these
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amended regulations are void on the date six months from the effective date of these amended regulations.
Operators of exigting facilities are required to comply with these amended regulations within Sx months
following their effective date and may comply a any time with any item contained in this chapter inlieu of a

conflicting condition contained in an existing permit.
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APPENDIX 10.1

DISCLOSURE FORM

Under § 7(b) of the Privacy Act of 1974, 5U.S.C. 8 552a(note), any government agency that requests
anindividua to disclose his Socid Security Account Number (SSAN) must inform that individua whether
the disclosure is mandatory or voluntary, by what statutory or other authority such number issolicited, and

what uses will be made of it.

The department is directed to request SSANs by 8§ 10.1-1400 of the Code of Virginia, asspecifiedin
the paragraph defining the disclosure satement. The SSAN isused asasecondary identifier by thedirector
when he determines that a crimina records check of the key personnel will be obtained pursuant to
subsection D of § 10.1-1405 of the Code of Virginia. The SSAN will then be used to ensure correct
identification when information issolicited from outs de sourcesto determinewhether theindividua namedin

the records and the individual under consideration are the same or different persons.

The ligting of SSANSs on the disclosure formsis voluntary. Under Section 7(a) of the Privacy Act, the

department cannot deny or revoke a permit or impose any penaty because of an individud's refusd to
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disclose SSAN. However, the absence of such number as a secondary identifier may delay processing of
permit gpplications because of the additiond invedtigative time that may be necessary to confirm
identifications. In addition, there is the possibility that the abbsence of a SSAN may result in the initid
identification of anindividud ashaving acriminal record that actualy isthat of another person. That, again,

may result in delay in the processing of the permit gpplication.
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PART XI.

Variances and Other Procedures.

ARTICLE1 Pdition for Variance.

ARTICLE2 Variancesto Requirements.

ARTICLE3 Innovative Treatment Technology Review.

ARTICLE 1.

Petition for Variance.

9VAC 20-120-840. Generd.

9 VAC 20-120-840. Generd.

Any person directly affected by this chapter may petition the director to grant a variance from any

requirement of this chapter, subject to the provisons of thispart. Any petition submitted to the director is

aso subject to the provisons of the VirginiaAdministrative Process Act (8 9-6.14:1 et seg. of the Code of

Virginia).
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The director will not accept any petition reating to:

1. A. Equivalent tegting or andytical methods contained in EPA Publication SW-846;

2: B. Définitions of regulated medical waste contained in Part 111 of this chapter; and

3: C. A changein the regulatory reguirements that the petitioner iscurrently violating until suchtimeas

the violation has been resolved through the enforcement process.

ARTICLE 2.

Variances to Requirements.

9VAC 20-120-850. Application and conditions.
9VAC 20-120-860. Effects of the decisons.
9VAC 20-120-870. Submission of petition.
9VAC 20-120-880. Petition processing.

9VAC 20-120-890. Petition resolution.
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9 VAC 20-120-850. Application and conditions.

Thedirector may grant avariance from any regulation contained in Parts 1V through X to apetitioner if

the petitioner demongtrates to the satisfaction of the director that:

1—a. A. Strict gpplication of theregulation to the facility will result in undue hardship that is caused by

the petitioner's particular Stuation, or

b: B. Technicd conditions exist that make a dtrict gpplication of the regulation difficult to achieve,

and

& C. Thedternate design or operation will result in afacility that isequdly protective of the human

health and the environment as that provided for in the regulations, and

2: D. Granting the variance will not result in an unreasonable risk to the public hedth or the

environment.

VAC 20-120-860. Effects of the decisons.
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A. When thedirector rendersadecision under this section in accordance with the procedures contained

here, he may:

1. Deny the petition;

2. Grant the variance as requested; or

3. Grant amodified or partid variance.

B. When amodified variance is granted, the director may:

1. Specify the termination date of the variance;

2. Include a schedule for:

a Compliance, induding increments of progress, by the facility with each requirement of the

variance and

b. Implementation by the facility of such control messures as the director finds necessary in order

that the variance may be granted.
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9 VAC 20-120-870. Submission of petition.

A. All petitions submitted to the director shal include:

1. The petitioner's name and address;

2. A gtatement of petitioner's interest in the proposed action;

3. A description of desired action and a citation to the regulation from which a variance is requested;

4. A description of need and justification for the proposed action;

5. The duration of the variance, if applicable;

6. The potential impact of the variance on public hedlth or the environment;

7. Other information believed by the petitioner to be pertinent; and

8. The following statements signed by the petitioner or his authorized representetive:
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"| certify thet | have persondly examined and am familiar with the information submitted in

thispetition and al attached documents, and that, based on my inquiry of thoseindividuas

immediately responsble for obtaining the information, | believe that the submitted

information istrue, accurate, and complete. | am aware that there are Sgnificant pendties

for submitting fase information, indluding the posshility of fine and imprisonment.”

B. In addition to the generd information required of al petitioners under this article:

1. To be successtul the petitioner shal address the applicable standards and criteria

2. The petitioner shdl provide an explanation of the petitioner's particular Stuation that prevents the

fadility from achieving compliance with the cited regulation.

3. The petitioner shdl provide other information as may be required by the department.

9 VAC 20-120-880. Petition processing.

A. After recalving apetition that includestheinformation required in 9 VAC 20-120-870, the director

will determine whether the information recaived is sufficient to render the decision. If theinformation is
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deemed to be insufficient, the director will specify additiond information needed and request that it be

furnished.

B. The petitioner may submit the additiona information requested, or may attempt to show that no
reasonable bass existsfor the request for additiona information. If the director agreesthat no reasonable
basis exigs for the request for additiona information, he will act in accordance with subsection C of this
section. If the director continues to believe that areasonable basisexiststo require the submission of such
information, hewill proceed with the denid actionin accordance with the Virginia Administrative Process

Act (VAPA).

C. After the petition is deemed complete:

1. Thedirector will make atentative decison to grant or deny the petition;

2. In casethat petition may betentatively denied, the director will offer the petitioner the opportunity to

withdraw the petition, submit additiona information, or request the director to proceed with the

evdudion;

3. Unlessthe petition is withdrawn, the director will issue a draft notice tentetively granting or denying

the application. Notification of this tentative decison will be provided by newspaper advertisement in
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the locdity where the petitioner islocated. The director will accept comment on the tentative decison

for 30 caendar days.

4. Upon awritten request of any interested person, the director may, at hisdiscretion, hold aninformal

fact finding meeting described in Article 3 (8 9-6.14:11 et seq.) of the Virginia Administrative Process
Act. A person requesting a meeting shdl state the issues to be raised and explain why written

comments would not suffice to communicate the person's views. The director may in any case decide

on his own mation to hold such a mesting.

5. After evauating al public commentsthe director will, within 15 calendar days after the expiration of

the comment period:

a Notify the petitioner of the fina decison; and

b. Notify al persons who commented onthetentative decison or publishit in anewspaper having

creulgion in the locdlity.

9 VAC 20-120-890. Ptition resolution.

A. Inthecase of adenid, the petitioner hasaright to request aformal hearing to chalengethergection.
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B. If the director grants a variance reques, the notice to the petitioner shall provide that the variance
may be terminated upon afinding by the director that the petitioner hasfailed to comply with any variance

requirements.

ARTICLE 3.

Innovative Trestment Technology Review.

9VAC 20-120-900. Generd.

9VAC 20-120-910. Criteriafor microbid inactivation.
9VAC 20-120-920. Representative of biological indicators.
9VAC 20-120-930. Quantification of microbid inactivation.
9VAC 20-120-940. Efficacy tedting protocols.

9VAC 20-120-950. Technology approval process.

9VAC 20-120-960. Site gpproval process.

9VAC 20-120-970. User veification.

9VAC 20-120-980. Small medical waste trestment devices.
9VAC 20-120-990. Waste residue disposd.

9 VAC 20-120-1000. Operator traning.
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9 VAC 20-120-900. Generd.

The requirements for aternate treetment methods contained in Part IX adlow, at subdivision 2 d of 9
VAC 20-120-640, that new or innovative trestment technologies can be approved for permitting if the
director reviews the process and determines that it provides trestment in kegping with this chapter and
protects public health and the environment, and if the director establishes appropriate conditions for their
gting, design, and operation. This article establishesthe criteria, protocols, procedures, and processesto
be usad to petition thedirector for review and to demondtrate the suitability of the proposed processfor the

treatment of regulated medica waste.

9 VAC 20-120-910. Criteriafor microbial inactivation.

A. Inactivation is required to be demondirated of vegetative bacteria, fungi, dl viruses, parasites, and
mycobacteriaat a6 Logo reduction or grester; a6 Logy reduction isdefined asa6 decade reduction or a

one millionth (0.000001) survival probability in amicrobia population (i.e., a 99.9999% reduction).

B. Inactivation isrequired to be demonsirated of B. stearothermophilus sporesor B. subtilissporesat a
4 Logy reduction or greater; a4 Log, reduction is defined as a 4 decade reduction or a0.0001 survival

probability in amicrobia population (i.e., a99.99% reduction).
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9 VAC 20-120-920. Representative of biological indicators.

A. One or more representative microorganisms from each microbia group shal be used in treatment

efficacy evaudion.

1. Vegetative Bacteria

- Staphylococcus aureus (ATCC 6538)

- Pseudomonas aeruginosa (ATCC 15442)

2. Fungi.

- Candida abicans (ATCC 18804)

- Penicillium chrysogenum (ATCC 24791)

- Aspergillus niger

3. Viruses.
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- Polio 2 or Polio 3

- MS-2 Bacteriophage (ATCC 15597-B1)

4, Parasites.

- Cryptosporidium spp. oocysts

- Giardiaspp. cysts

5. Mycobacteria

- Mycobacterium terrae

- Mycobacterium phle

- Mycobacterium bovis (BCG) (ATCC 35743)
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B. Spores from one of the following bacteria speciesshall be used for efficacy evaluation of chemicd,

thermal, and irradiation treatment systems.

1. B. stearothermophilus (ATCC 7953)

2. B. subtilis (ATCC 19659)

9 VAC 20-120-930. Quantification of microbid inactivation.

A. Microbid inactivation ("kill") efficacy is equated to "Log, Kill," which is defined as the difference

between the logarithms of number of viable test microorganisms before and after treetment. Thisdefinition

IS equated as.

Logyo Kill = Logy I(cfu/g) - Logi R(cfu/g) where:

Logyo Kill iseguivaent to the term Logy, reduction.

"I" is the number of viable test microorganisms introduced into the trestment unit.

"R" isthe number of viable test microorganisms recovered after trestment.
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"cfu/g" are colony forming units per gram of waste solids.

B. For those trestment processes that can maintain the integrity of the biological indicator carrier (i.e.,
ampules, plagtic grips) of the desired microbiological test strain, biologica indicators of the required strain
and concentration can be used to demondtrate trestment efficacy. Quantification isevauated by growth or

no growth of the cultured biological indicator.

C. For those trestment mechanisms that cannot ensure or provide integrity of the biological indicator
(i.e, chemicd inactivation/grinding), quantitetive measurement of trestment efficacy requires a two step
approach: Step 1, "Control"; Step 2, "Test." The purpose of Step 1 isto account for the reduction of test

microorganisms due to loss by dilution or physical entrgpment.

1. Step 1.

a Use microbid cultures of a predetermined concentration necessary to ensure a sufficient

microbid recovery at the end of this step.

b. Add suspension to a standardized medical waste load that is to be processed under normal

operating conditions without the addition of the microbia inactivation agent (i.e., heat, chemicals).
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¢. Collect and wash waste samples after processing to recover thebiologica indicator organismsin

the sample.

d. Plate recovered microorganism suspensonsto quantify microbid recovery. (Thenumbeof vigble
microorganismsrecovered serves as a basdline quantity for comparison to the number of recovered

microorganisms from wastes processed with the microbid inactivation agent).

e. Therequired number of recovered viableindicator microorganismsfrom Step 1 must beequa to
or gregter than the number of microorganisms required to demondrate the prescribed Log
reduction as specified in 9 VAC 20-120-910 (i.e, a 6 Logyo reduction for vegetative
microorganisms or a4 Log, reduction for bacteria spores). Thiscan be defined by thefollowing

equation:

LogioRC = Logil C - LogioNR

where: LogyoRC isgreater than or equa to 6 for vegetative microorganisms and is greater than or

equd to 4 for bacteria spores and where:
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LogioRC isthe number of viable " Contral™ microorganisms (in colony forming unitsper gram of

waste solids) recovered in the nontrested processed waste residue.

L ogiol C isthe number of viable " Control' microorganisms(in colony forming unitsper gram of

wadte solids) introduced into the trestment unit.

LogioNR isthe number of "Control” microorganisms (in colony forming units per gram of wadte

solids) that were not recovered after processing. LogioNR represents an accountability fad-or

for microbid loss.

2. Step 2.

a Usemicrobid cultures of the same concentration asin Step 1.

b. Add suspension to the standardized medica waste load that is to be processed under normal

operating conditions with the addition of the microbia inactivation agent.

¢. Collect and wash waste samples after processing to recover thebiologica indicator organismsin

the sample.
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d. Plate recovered microorganism suspensions to quantify microbia recovery.

e. From data collected from Step 1 and Step 2, thelevel of microbid inactivetion (i.e., "Log Kill")

is caculated by employing the following equation:

LoguoKill = Logiol T - LogioNR - LogioRT, where:

LoguoKill is equivaent to the term Logo reduction.

Logiol T is the number of viable "Test" microorganisms-(in colony forming units per gram of

waste solids) introduced into the treatment unit. Logiol T = Logiol C.

LogioNR isthe number of "' Control microorganisms (in colony forming unitsper gram of waste

solids) that were not recovered after processing.

LogioRT isthe number of viable "Test" microorganisms (in colony forming units per gram of

waste solids) recovered in trested processed waste residue.

9 VAC 20-120-940. Efficacy testing protocols.
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A. Methodology employed to determine trestment efficacy of the technology will need to assure
required microbid inactivation and assure the protocol s are congruent with the trestment method. Protocols
developed for efficacy testing shdl incorporate, as applicable, recognized standard procedures such as
those found in Test Methods for Evauating Solid Waste, Physical/Chemica Methods and Standard

Methods for the Examination of Water and Waste Water.

B. Thedepartment shall prescribe those types and compaositions of medica wastesthat present themogt

chalenge to treatment effectiveness under normal operating conditions of the equipment reviewed.

C. Dependent on the treatment process and trestment efficacy mechanisms utilized, protocolsevauating

medica waste trestment systems shall specifically delineste or incorporate, as gpplicable:

1. Waste compositions that typify actud waste to be processed;

2. Waste types that provide a chalenge to the trestment process,

3. Comparable conditions to actual use (i.e., process time, temperature, chemica concentration, pH,

humidity, load density, load volume);
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4. Assurancesthat biologicd indicators(i.e., ampules, strips) are not artificidly affected by thetreatment

Process;

5. Assurances of inoculum traceghility, purity, vigbility and concentration;

6. Dilution and neutralization methods that do not affect microorganism viability;

7. Microorganism recovery methodol ogiesthat are statistically correct (i.e., sample collection, number

of samplesitest, number of colony forming unitg/plate); and

8. Appropriate microbia culturing methods (i.e., avoidance of microbial competition, the selection of

proper growth media and incubation times).

9 VAC 20-120-950. Technology approval process.

A. To initiate the technology review process the petitioner shall complete and submit the " Petition For

Evauation and Approva of Regulated Medical Waste Trestment Technology Part A: Generd Information”

to the department. The petitioner shal:
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1. Provide a detailed description of the medical waste trestment equipment to be tested including
manufacturer'singructions and equipment specifications, operating procedures and conditionsincluding,
asapplicable, treatment times, pressure, temperatures, chemical concentrations, irradiation doses, feed

rates, and waste load composition;

2. Provide documentation demondirating the trestment method meets microbia inactivetion criteriaand
required testing protocolsincluding adetailed description of thetest procedures and caculations used
infulfilling required performance standards verifying trestment efficacy, of user verification methodol ogy,

and of microbid culturing protocols that ensure traceability, purity and concentration;

3. Provide information on available parametric controls, verifying treatment efficacy and ensuring

operator non-interference;

4. Provide documentation of applicable emission controls for suspected emissions,

5. Provide information relating to waste resdues including their potentid hazards/toxicities and their

specific mode of disposd or recyding;

6. Provide documentation providing occupationa safety and hedlth assurance; and
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7. Provideinformation on energy efficiency and other potentia benefits the treatment technology hasto

offer to the environment.

B. The petitioner shal demondrate that al required surrogate pathogens and resstant bacteria
endospores areinactivated to criteriaspecifiedin 9 VAC 20-120-910 and 9 VA C 20-120-930 under the

representative challenge waste load compositions.

C. The petitioner shall develop and demondrate that Site gpprova and user verification testing protocols

are workable and vaid.

D. The petitioner shdl demonsrate where technicaly practicd, the trestment efficacy relationship
between biologica indicator data and data procured from rea-time parametric trestment monitoring

equipment.

E. The petitioner shall demonstrate evidence of U.S. EPA pesticide registration for those treatment

processes that employ a chemical agent to inactivate microorganisms.

F. Upon completion of items contained in 9 VAC 20-120-910 through 9 VAC 20-120-950, the
technology approva that results is granted only under the conditions specified in the manufacturer's

ingructions and equipment specifications, operating procedures and conditions including, as applicable,
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treatment times, temperatures, pressure, chemical concentrations, irradiation doses, feed rates, and waste
load compostion. Any significant revisons to these equipment and operating conditions, as warranted

relevant to the department, will require regpplication for approva to the department.

9 VAC 20-120-960. Site approva process.

A. Tofulfill treatment efficacy and information requirementsfor site gpprova, the equipment user shdl:

1. Demongtrate that the equipment cited is the same equipment and process approved by the

department as specified in 9 VAC 20-120-950.

2. Demondtrate that required resistant bacteria endospores are inactivated as specified in 9 VAC

20-120-910 B criteria under typical waste load and department specified challenge compostions,

3. Verify that user verification protocols adequately demondtrate treatment effectiveness, and

4. Veify the trestment efficacy relationship between biologica indicator data and data procured from

real-time parametric trestment monitoring equipment.

B. The stefacility shal provide awritten operations plan that includes:
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1. The names or positions of the equipment operators,

2. The waste types or categories to be treated;

3. Waste segregation procedures required;

4. Wastes types prohibited for trestment;

5. Equipment operation parameters,

6. Treatment efficacy monitoring procedures,

7. Persona protective equipment requirements,

8. Emergency response plans, and

9. Operator training requirements.

C. The stefacility shal submit to the department for their review:
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1. Equipment modd number and serid number;

2. Equipment specification and operations manud;

3. A copy of the facility's written plan; and

4. Certification documentation of operator training.

D. Asacondition of Ste gpprova, the department shdl have aright to ingpect thefacility and theright to

revoke stegpprovd if hedth and safety violationsare discovered, if permit conditionsare not being fulfilled,

or if the facility isnot adhering to its written plan.

E. Any modifications to the medica waste treatment unit may require re-approva by the director and

may involve further efficacy tegting.

9 VAC 20-120-970. User verification.

A. To verify that the medicd waste trestment unit is functioning properly and that performance

sandards are achieved, the petitioner shal:
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1. Demongirate that required resistant bacterial endospores are inactivated to criteriaas specifiedin 9

VAC 20-120-910 B under standard operating procedures using protocolsthat have previoudy been

approved by the department as specified under 9 VAC 20-120-950 and 9 VAC 20-120-960;

2. Egablish afrequency of biological monitoring; and

3. Document and record dl biologicd indicator and parametric monitoring data.

B. To document trestment efficacy for sseam Serilizersand autoclaves, the equipment operator shall:

1. Adopt standard written operating procedures that denote:

a Steilization cycle time, temperature, pressure

b. Types of waste acceptable

c. Types of containers and closures acceptable

d. Loading patterns or quantity limitations;
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2. Document timestemperatures for each complete serilization cycle;

3. Use time-temperature sengtive indicators to visualy denote the waste has been decontaminated;

4. Use biologica indicators placed in the waste load (or smulated load) periodicaly to verify

conditions meet microbia inactivation requirements as specified in 9 VAC 20-120-910 B; and

5. Maintain dl recordsof procedure documentation, time-temperature profiles, and biologica indicator

results.

9 VAC 20-120-980. Smdl medica waste treatment devices.

A. All smdl medica wagte treatment devices shdl fulfill the requirements necessary for technology

approva and shall meet the treatment efficacy requirements as defined in 9 VAC 20-120-910.

B. Technology and siting gpprova arethe responghility of the petitioner. The petitioner shall provideto

the department:

1. All information required for technology approva as defined in 9 VAC 20-120-950;
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2. All information required of Site gpprova for atypicd ste for which the equipment is designed as

defined in 9 VAC 20-120-960; and

3. All materiads and documents required of the user to ensure proper use, safety, and effective

treatment. These materids and documents would include:

a An operations and maintenance manud;

b. Information on proper use and potential misuse;

c. Trestment efficacy testing ingructions,

d. Training/education manud; and

e. Available service agreements/prograns.

C. The manufacturer (vendor) shal furnish the user of the treatment device:

1. An operations and maintenance manud,
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2. Information on proper use and potential misuse;

3. Treatment efficacy testing ingtructions;

4. Training/education manud; and

5. Avallable service agreements/programs.

D. Upon the ingtdlation of the trestment device, the manufacturer shal compile arecord of the buyer,

the location, and the results of ondte chalenge testing at time of purchase. This information shdl be

submitted annualy to the department by the petitioner as the notification record of Ste registrations of

equipment ingtaled that previous year.

9 VAC 20-120-990. Waste residue disposal.

A. Information on the characteristics of dl waste residues (liquids and solids), and the mechanismsand

modelsof their disposa shall be provided by the petitioner onthe"Evauation of Medica Waste Trestment

Technology: Information Request Form.” Thisinformation will include:

1. Destription of resdues (i.e, liquid, solid, shredded, hazardous constituents);
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2. Waste designation (i.e. hazardous, specid, generd);

3. Digposd mechaniam (i.e. landfilling, incineration, recycling); and

4. Recydling efforts, if anticipated, (i.e., waste types, amounts, percentages, rame and location of

recycling effort).

B. Information on waste residue disposa shdl be provided by the user facility as required under Site

approva (9 VAC 20-120-960). Thisinformation shdl include:

1. All information requested in 9 VAC 20-120-1000 A;

2. The gte of digposdl (hame and address);

3. The mechanism of digposd (i.e. landfilling or incineration); and

4. The amounts of residues anticipated to be disposed (e.g., volume and weight per week).
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C. If resdues are to be recycled the following information shdl be provided by the user facility as

required under site gpprova (9 VAC 20-120-960). Thisinformation shdl include:

1. The types of waste residue to be recycled;

2. The amounts of waste residue to be recycled;

3. The percentage of the total waste and waste residue to be recycled;

4. The recycling mechanism used; and

5. The name and location of the recycler.

D. Previoudy untreated medica wastes used in the devel opment and testing of prototypical equipment

shall be considered potentialy infectious and will be required to be disposed as untreated medica waste.

E. Prototypica equipment testing using non-infectiousor previoudy trested medica waste (i.e., treated
by an approved process such assteam Sterilization) that has been inoculated with recommended surrogate

pathogens can be disposed as generd solid wastes after verification of trestment effectiveness.
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F. All liquid and solid waste residues will be digposed of in accordance with applicable state and local

reguletions.

9 VAC 20-120-1000. Operator training.

A. To assure proper operation of the trestment process, the manufacturer (vendor) shdl providetothe

user as part of the trestment equipment purchase an operator training program that will include:

1. A description of dl mechanica equipment, instrumentation, and power contrals,

2. A description of system's operationsincluding waste types acceptabl e, |oading parameters, process

monitors, trestment conditions, and digposdl;

3. A description of al parametric controls, their gppropriate settings as correlated with biologica

indicators, and cdibration requirements;

4. A description of proper responses, including identification of system upsts (i.e., power failure,
jamming, inadequate trestment conditions) and emergency conditions (i.e,, fire, exploson, release of

chemicd or biohazardous materias);
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5. A description of persond protective equipment requirementsfor routine, abnormal, and emergency

operations; and

6. A description of al potentia occupationd safety and hedlth risks posed by the equipment and itsuse.

B. Thefacility shall additionaly deve op awritten treetment equi pment operations plan that will include:

1. Responsihility delegation for safe and effective equipment operation to operating personnd;

2. A description of operating parameters that must be monitored to ensure effective trestment;

3. A destription of al process monitoring instrumentation and established ranges for al operating

parameters;

4. A decription of the methods required to ensure process monitoring instrumentation is operating

properly; and

5. A destription of methods and schedules for periodic cdlibration of process monitoring

ingrumentation.
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C. Thefacility shall document and keep on record copies of dl training for at least three years.
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DISCLOSURE FORM

NOTICE

Under 8 7(b) of the Privacy Act of 1974, 5 U.S.C. 8 552a (note), any government agency that
requests an individud to disclose his Socia Security Account Number (SSAN) must inform that
individual whether the disclosure is mandatory or voluntary, by what statutory or other authority

such number is olicited, and what uses will be made of it.

The Department isdirected to request SSANsby § 10.1-1400, Chapter 14, Title 10.1, Code
of Virginia (1950), as amended, as specified in the paragraph defining the disclosure statement.
The SSAN is used as a secondary identifier by the Director when he determines that a crimina
records check of the key personnd will be obtained pursuant 8 10.1-1405.D. of the Code. The
SSAN will then be used to ensure correct identification when information is solicited from outsde
sources to determine whether the individual named in the records and the individua under

congderation are the same or different persons.

The ligting of SSANSs on the disclosure formsis voluntary. Under Section 7(a) of the Privacy

Act, the Department cannot deny or revoke a permit or impose any pendty because of an
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individud's refusa to disclose SSAN. However, the absence of such number as a secondary
identifier may delay processing of permit gpplications because of the additiond investigative time
that may be necessary to confirmidentifications. Inaddition, thereisthe possibility thet the abbsence
of a SSAN may reault in the initid identification of an individud as having a crimind record that
actudly isthat of another person. That, again, may result in delay in the processing of the permit

goplication.
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WASTE MANAGEMENT FACILITY ERMIT APPLICANT'S
DISCLOSURE STATEMET
COVER SHEET
Applicant's Name: Applicant's Interest
Com Name:
pary (Check All Applicable Boxes)
Address ? Owner
? Operator
Enter Below the names of dl key personnd and the starting page number showing more detail. A
separate DEO form DISC-02 must be comnoleted for individud listed below.
1 Page Key Personnd Page
2.
1
3.
2.
4.
3.
5.
4.
6.
5.
7.
6.
8. 5
0.
DEQ Form DISC-01
10. Pagelof
11.

12.




COVER SHEET

List al agencies outside the Commonwedl th which have regulatory responsibility over the applicant or
haveissued any environmenta permit or licenseto the applicant within the past ten years, in connection

with the applicant's collection, trangportation, treatment, storage or disposa of solid or hazardous

Agency Name and Permit or License Type Expiration Date | State




DEQ Form DISC-01

Page 2 of




COVER SHEET

Lig full name and busness address of any member of the local governing body or planning

commission in which the waste management facility islocated or proposed to belicensed, who holds

e N N T e o e Lok ot o H

Full Name Business Address




| certify under pendty of the law that the information contained in this disclosure satement and all

attachments are, to the best of my knowledge and belief, true, accurate, and complete. | am aware that
there are sgnificant pendties for submitting fdse information, including the possibility of fine and

imprisonment for knowing violations.

DEQ Form DI SC-01
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COVER SHEET

Continuation from previous pages.
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WASTE MANAGEMENT FACILITY PERMIT APPLICANT'S

DISCLOSURE STATEMENT

KEY PERSONNELL

Name:

Socid Security Name;

Business Address;

List full name and business address of any entity, other than natural persons, that collects, transports,
treats, stores, or digposes of solid or hazardous waste in which the above named person holds an

equitv interest of five percent or more

Company Name Business Address




DEQ Form DISC-02
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Key Personnel

Business Experience:

Lig al permitsor licensesfor collection, transportation, treatment, storage, or disposa issued to or

held bv the person named within the past ten vears.

Full Name

Business Address




DEQ Form DISC-02

Pege

of




Key Personnel

Lig and explain any notices of violation, prosecution, adminisirative orders, license or permit
suspensions or revocations, or enforcement actions of any sort by any state, federd, or loca
authority, within the past ten years, which are pending or have concluded with afinding of violaion or
entry of aconsent agreement, regarding an dlegation of civil or crimind violation of any law, regulation

or requirement relating to the collection, transportation, treatment, storage or disposa of solid or
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Key Personnel

Continuation Sheet
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REQUEST FOR CERTIFICATION

APPLICANT:

APPLICANT'S MAILING ADDRESS. DATE OF APPLICATION:
TELEPHONE:

TYPE OF THE FACILITY: CONTACT PERSON:

The gpplicant is in the process of completing an gpplication for a permit for a regulated medica waste

SIGNATURE OF THE APPI ICANT:
NOTE: The gpplicant should enclose an gppropriate map showing the location of the proposed facility.

management facility to beissued by the VirginiaDepartment of Environmental Quaity. Inaccordancewith
Section 10.1-1408.1, Title 10.1, Code of Virginia(1950), as amended, before such a permit gpplication
can be consdered complete, the applicant has to obtain a certification from the governing body of the
county, city or town in which the facility is to be located thet the location and operation of the facility are
consstent with al applicable ordinances. The undersigned requeststhat an authorized representative of the

loca governing body sgn the certification below.



The undersigned certifies that the proposed location and operation of the facility is consstent with dl

ordinances.

DEQ Form CERTIFICATE-01

SIGNATURE OF AUTHORIZED REPRESENTATIVE

COUNTY, CITY OR TOWN:




PART A APPLICATION COVER SHEET

NAME OF FACILITY:

TYPE OF FACILITY:

NIAMNMIE A ADDI IACANT.

MAILING ADDRESS:

SITE LOCATION: (Describe location and atach map showing exact location.)

YES

NO

KEY MAPATTACHED?

NEAR-VICINITY MAPATTACHED?

COPY OF DEED or OWNERSHIP DOCUMENT ATTACHED?




Written notice to adjacent owners or occupants that the undersigned gpplicant intends to develop a

regulated medica waste management facility has been sent. The names and addresses of persons given

this notice are shown as an attachment to the form.

Department of Environmenta Quality

DEQ Form Part-1-01

SECTION Il - SITING CRITERIA

YES

NO

SUBJECT TO BASE FLOOD?

SPRINGS, SEEPS, OR OTHER INTRUSIONSINTO THE SITE?

TYPED NAME OF APPLICANT:

SIGNATURE OF APPLICANT:




PRESENCE OF OPEN DUMP, LANDFILL, LAGOON OR SIMILAR

FACILITY?

PRESENCE OF GAS, WATER, SEWAGE, ELECTRICAL OR OTHER

TRANSMISSION LINESON SITE?

_—————————— |

DISTANCE TO AIRPORT RUNWAY?

DISTANCE TO REGULARLY FLOWING SURFACE WATER BODY OR

RIVER?

DISTANCE TO WELL, SPRING, OR OTHER GROUNDWATER?

DISTANCE TO PUBLIC ROAD RIGHT-OF-WAY?

OTHER CRITERIA APPLICABLETO THE SITE




DISTANCE TO RESIDENCE, SCHOOL, OR RECREATIONAL AREA?

Department of Environmenta Quality |DEQ Form PART-1-02




PETITION FOR EVALUATION AND APPROVAL OF

REGULATED MEDICAL WASTE TREATMENT TECHNOLOGY

PART A: GENERAL INFORMATION

Name of Company

Treatment Process Petition Page 1



Name of Petitioner (Must be an individua (s) Name)

Trade Name of Device Modd Number
Petitioner Address
City State ZIP Petitioner Telephone
Code Number
Department Use Only
Date Application and Questionnaire Received Date Complete
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Note: The review and assessment processwill not commence until al information required is submitted by

the petitioner and received by the Department.
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EVALUATION OF MEDICAL WASTE TREATMENT TECHNOLOGY

INFORMATION REQUEST FORM

Complete the following questionnaire and return it dong with the application. Please include any addi-

tiona support datathat may be applicable. Use additiona paper if necessary. Reference with the

related section and number(s).

B1.

Is the alternative treatment technology best suited for onsite use at the point of

generation, or is it adaptable for use as a commercial or regional treatment process

receiving waste from several generators?

? Ondgite ? Commercial/Regional ? Both

I's this treatment technology specified for use at small generator facilities such as

[Py RN P DAY N I R Jf P i g s

Does the level of microbid inactivation achieved by the treatment process meet the following

definition:

"Inactivation of vegetative bacteria, fungi, dl viruses, parastes, and mycobacteria a a 6 Logio
reduction or greater, and B. stearothermophilus spores or B. subtilis spores at a 4 Logo
reduction or greater."?

Treatment Process Petition Page 2
? Yes ? No - If no, gpecify where the definition is unfulfilled.



C. CHARACTERIZATION OF PROPOSED TREATMENT PROCESS

Cl. Pease check the appropriate categories that best describe the methods of this proposed

technology. Proposed treatment technologies may incorporate severa of the categorieslisted below.

? Chemicd ? Heat ? PlasmaArc

? Encapsulation ? lrradiation ? Radiowave

Pleaseidentify whether the proposed system is compatible or non-compatiblewith thefollowing types

of waste.
Types of Waste Compatible  Non-compdible
D1.  Culturesand stocks of infectious ? ?
agents and associated biologicals
D2.  Liguid human and anima waste including ? ?

blood and blood products and body fluids

D3. Human anatomicd waste, ? ?
tissues and body fluids
D4. Contaminated wagte from animals ? ?
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D. WASTE COMPATIBILITY WITH PROPOSED TREATMENT PROCESS
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E. BY-PRODUCTS OF THE TREATMENT PROCESS

El.  Pesseindicate al by-products which may be generated as a result of this aternative trestment

technology.

? Air Bmissons ? Heat ? Sag ? Vapors or Fumes
? Ash ? Liquid ? Smoke

? Dug ? Odor ? Steam

? Other (Specify)
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F. MICROBIAL TEST PROCEDURES

Any proposed treatment method shal be cgpable of inactivating vegetative bacteria, fungi or yeadts,
parasites, viruses, and mycobacteria a a 6 Log reduction or greater. Bacterid spores shdl be
inactivated at a4 L ogyo reduction or greater. A representative from each microbid group isrequired for

tegting.

F1.  Ligted below are severd test organisms which have been used as microbiologica indicatorsto
determine the effectiveness of a given treetment method. If there are data to support the inactivation of
any of thebiological indicators using the proposed treatment process under normal operating conditions,

please check the appropriate space next to the indicator.

Vegetative Bacteria Parasites

? Saphylococcus aureus (ATCC 6538) ? Cryptosporidium spp. oocysts

? Pseudomonas aeruginosa (ATCC 15442) 2 Giardia spp. oysts

Fungi
k. Mycobacteria

? Candida albicans (ATCC 18804)

? Mycobacteriumterrae
? Penicillium chrysogenum (ATCC 24791)

? Mycaobacterium phlei
? Aspergillus niger

? Mycobacteriumbovis(BCG)(ATCC 35743)
Viruses

Bacterid res
? Polio2or Polio3 Spo

2 MS-2 Bacteriophage (ATCC 15597-B1) ? B. stearothermophilus (ATCC 7953)
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F1. Were the results certified by an independent, public hedth or certified testing laboratory? ? No ?
Y es- If 0, indicate the name, address, tel ephone number of the certifying laboratory and attach test protocol

and reaults.

Gl. If the trestment involves the use of chemicd inactivation:

a) What isthe name of the active ingredients?

b) What concentrations must be used and maintained?

¢) At what Ph isthe chemical agent active?

d) What isthe necessary contact time?

e) If there is any incompatibility with specific materids and surfaces, soecify.

G2. Whatistheactivelifeof the chemica agent after it has been exposed to air or contaminated medicd

waste?

G3.  Have studies been conducted relative to the long-term effectiveness of the chemica agent whilein
use?

? No ? Yes- If yes, please atach a copy of the sudy and test results.

G. CHEMICAL INACTIVATION TREATMENT PROCESSES
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H1.  Can postive or negative effects on the environment be anticipated from the use and/or disposal of
the treated waste from the treatment process?

? No ? Yes- If yes, specify

H2.  What environmental, occupationd, and/or public hazardswould beassociated with amafunction of

the treatment process? Specify

H3.  If the treatment process includes the use of water, seam, or other liquids, how will this waste

discharge be handled (i.e., sewer, recycle, etc.)?
H. ENVIRONMENTAL EFFECTSON THE TREATMENT PROCESS
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What are the critica factors that influence the specific treatment technology?

Specify

What are the consequences if these factors are not met?

Specify

Explan the ease and/or difficulty of operation of the medicd waste treatment system?

Specify

Wha type of ongoing maintenance is required in the operation of the treatment system?

Specify

Maintenance Manua Attached? ? No ? Yes

What emergency measures would be required in the event of a mafunction?

Specify

Are these measures addressed in an emergency plan or in the operations protocol ?

? No ? Yes- If yes, attach acopy

Wha is the maximum amount of waste to be treated by this process per cycle?

How long isacycle?
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|. CRITICAL FACTORS OF TREATMENT PROCESS
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J1.

J2.

How is the quality assurance of the treatment process addressed?

Specify

What is the recommended frequency that a microbiologicd indicator should be used to confirm

effectiveness of the sysem?

Specify

Other than the biologicd indicatorslisted in Section F, what other indicators, integrators, or moni-
toring devices would be used to show that the trestment unit or process was functioning properly?

(Please describe and explain.)

How isit determined that the processed waste has received proper trestment?

(Check the appropriate item.)

Temperature indicator: ? Visudonly ? Continuous ? Both
Pressure indicator: ? Visudonly ? Continuous ? Both
Time indicator: ? Visudonly ? Continuous ? Both

J. QUALITY ASSURANCEAND VERIFICATION OF ADEQUATE TREATMENT
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K. POST TREATMENT RECYCLING

K1.

Has a strategy been devel oped for the recycling of any part of thetreated waste? ? No ? Yes

If yes, please include additiond informetion regarding the Strategy.

L. COMPLIANCE WITH MEDICAL WASTE REGULATIONS

L1.

L2.

Doesyour treatment technology meet the requirements of the State'smedica waste regul ationsfor
medica waste decontamination and disposal?

? No ? Yes

Which of the following five categories of medica waste will be effectively treated by your system?

(Check all that apply.)

NO YES
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M1. Haveyouinquired from the State's medical waste permit coordinator asto whether
any other permitsarerequired?? No ? Yes

If yes, please enclose the response and requirements with your application.

M. INTERAGENCY COORDINATION

N1. Hasan energy andyss been conducted on the proposed technology?

? No ? Yes- If yes, specify and provide results of that andysis.

N2. Hasan economic analysis been performed on the proposed technology?

? No ? Yes- If yes, specify and provide results of that andysis.

N. POTENTIAL ENVIRONMENTAL BENEFTS
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O. OTHER RELEVANT INFORMATION AND COMMENTS

(Approvds received from other states, operator safety, competency or training requirements for the

users/operators, etc.)
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PETITION FOR EVALUATION AND APPROVAL OF

REGULATED MEDICAL WASTE TREATMENT TECHNOLOGY

PART B: ATTACHMENTS

The generd information contained in Part A and this check sheet are arequired part of the petition

package. These asss the petitioner in submitting the petition and the Department in its review, and they

are supplementd to the required documents listed below. The complete petition package conssts of a

completed Part A form, this Part B check shet, dl the documents listed below, and any other

supportive data or information the petitioner wishes to be considered.

? Pditioner's submittal cartification

? Qudity Assurance and Quality Control Report

? Microbiologicd testing report

? Materia Safety Data Sheets

? Environmenta Protection Agency pesticide regidtration documents

? Maintenance manud

? Emergency operations manua
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? Operations manud

? Dedgn plans and specifications

finis
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FORMS

Waste Management Facility Permit Applicant's Disclosure Statement DEQ Form DISC-01,

DISC-02.

Request for Loca Government Certification DEQ Form Cert.-01.

Part A - Application Cover Sheet DEQ Form PART-1-01, 1-02.

Treatment Process Petition.

Documents Incorporated by Reference

Pound Standard Test Method for Drop Test of Loaded Container by Free Fal (D5276-92),

ASTM 125

Pound Drop Test for Filled Bags (D959), ASTM 125.



