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MEMORANTDUM

DATE: November 3, 1989

TO: Gebrge W. Lillev, Jdr., Ed.D.
Acting Administrater
Division of Health

PROM: Taunja Willis Miller, Secretary
Department of Health and Human Resocurces

SUBJECT: Approval of Proposed Rule for Public Comment

You are hereby authorized to conduct a public hearing on the

proposed Infecticus Waste Rule,
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FISCAL NCTEZ FOR PRCOPOSED RULES

Ruls Titia: Infectiougs Waste 64 CSR 56
Type cf Rule: X Legislative 'nterpretive
Agengy Health Division Address__ Building Yo. 3
Capitol Complex
Charleston, W. Va., 25305
ANNUAL FISCAL YEAR

1. Effect of Proposed Rule | Increase Decreass Curremt Next Thersafter

Estimated Total Cost $ 3 g $135,380( $ 138,000
Personal Services ' 90, 380 94,800
Currént Expense 'L:O,OOO 40,000 .

Resairs and Alterations

Equipment 5,000 1,;00

Cther

Revenue 136,000 126,000
2. Explanation of abgove estima‘tes.

One program menager, twoe technical field personnel with vehicles and traval
allowance, one sacretary with office equipment to process an average of 1,300+
license applications each year plus necessary enforcement communications, office
space and utilities. Supervisory duties will e assumed by existing divisienm

irector at no additional cost. ’ o

3. Objectives of these rulas:

Regulation of the storage, treatment, and disposal of hazardous waste with
infectious characteristics in compliance with §20~5E-7 of the Code, including stand-
ards for generators of such waste,.




4. Explanation of Overall Economic !mpact of Proposed Rule.

A, Economic Impact on State Government.

The rule creates a new program in which, in the minimum form propesed, cost is
balanced by revenue.

B. Econcmic lmpact en Political Subdivisions; Specific Industries;
Specific groups of citizens.

Laboratory and medical facilities covered by the proposad vule would pay approxi-
mately $50 te-$300 per vear in license [ees depending on the size and nature of the
facilitv. Additional costs would depend on how infectious waste is currently handled
at such faciliries. Cost to these types of facilities may increase due to: cost of
packaging materials and sctorage requirements; cost of new equipment to comply with
creatment requirements; and more costly transport services. TFacilities that store or
treat infectious waste on a commercial basis would pay $300 to $3,000 per year depend-
ing on size.

C. fconomic Impact on Citizens/Public at Large.

If medical cost increases are significant, they are likely to lead to increasad
costs to the public for medical care.

Date - October‘lO, 1989

Signature of Agency Head or Authorized Representative

George W. Lillev, Jr., Ed.D

Acting Administrator
Division of Hsalth




{PROPGSED]
TITLE 64

LEGISLATIVE RULES
DIVISION OF HEALTH

INFECTIOUS WASTE
SERIES 56

199 _

For Board of Health Review
Qctober 20, 1989




WEST VIRGINIA BOARD OF HEALTH "FILED
RULE ABSTRACT -

Wi wv is ;‘H 9 23

JEEEr nT mny ine g
Title: Infectious Waste ¢$$l%;fjiu,ﬁ@g

LU ot Nl
CER Title and Series: 64 CSR 56 Type: Legisiative
Abstract: This proposed new rule establishes licensure require-

ments regarding the generation, storage, treatment and disposal
of infectious waste. The rule includes definitions, general ad-
ministrative procedures, licensure fees, standazds for packaging,
storage and containment of infectious waste, methods of treatment
and disposal, enforcement orders and hearings, and procedures for
assessing civil penalties.

Infectious waste must be rendered non-infectious prior to
disposal. The rule does not apply to infectious waste generated
on the premises of a single-family residence or dwelling unit, or
generated by an individual for the purposes of self-care or gelf-
treatment. c

For £further information c¢ontact: Regqulatory Development
Section, telephone 348-3223 or Robert Paul, O©Office of Environ-
mental Health, Division of Health, Building 3, Capitol Complex,
Charleston, West Virginia, 25305, telephone 348-2981.
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{PROPOSED]

TITLE 64
WEST VIRGINIA LEGISLATIVE RULES
DIVISION OF HEALTH riLED
SERIES 5% oL
INFECTIOUS WASTE pag v VT LR A
h et sl h
§64-56-1. General S L IF EE i 3”
L‘ .-L:-;n ‘Pv ?S‘ t
1.1. 8Scope - This rule establishes requirements regardlng

the generation, storage, treatment and disposal of infectious
waste. T R :

1.2. Authority - S820-8E-7(d) of the West Virginia Code.
Related - 820-5E-1 et seq. of the West Virginia Code.

1.3, Filing Date -

1.4, Effective Date -

1.5, Notice of Public Hearing -
1.8, Public Hearing -

1.7. Flnal Approval - This rule was approved by the West
Virginia Board of Health on . .

§64-56-2. Application and Enforcement

2.1. Application - This =zxule applies to any person who
generates, treats, stores or dlisposes of infectious waste: Pro-
vided, however, That this rule does not apply to infectious waste
generated on the premises of a single-family residence or
dwelling unit, or generated by an individual for the purposes of
self-care or self-treatment.

2.2. Enforcemsnt - This rule shall be enforced by the
administrator of the division of health of the State department
of health and. human resocurces.

§64-56-3., Definitions

3.1. Administrater - The administrator of the division of
heaith of the State department of health and human resources or
his or her designee.

3,2, Animal Waste -~ Contaminated animal carcasses, body
parts, and bedding of animals that are Xnown to have been exposed
to infectious agents during research (including research in

veterinary hospitals), production o¢f biologicals or testing of
pharmaceuticals.

3.3. Blologlicals - Preparations made from 1living organisms
and their products, including vaccines, cultures, and similar
such products, intended for wuse 1in dlagnosing, Limnmunizing or
treating humans or animals or in research pertaining thereto.

3.4, Bulk Human Blood and Bloocd Products - Liguid waste
human blocd and blood products in a free-flowing or unabsorbed




64 CSR 56

state, including but not 1limited to blood plasma, sserum,
platelets, red or white blood ceorpuscies, and other derived
licensed products, such as interferon. Absorbent material
containing blood or Dblood products with no free-~flowing or
unabsorbhed liguid is not infectious waste.

3.5. Disposal - The discharge, deposit, injection, dumping,
"spilling, leaking or placing of any hazardous waste into or on
any land or water so that such hazardous waste or any constituent
thereof may enter intoc the envizronment or be emitted into the ~
air, or discharged into any waters, including groundwaters.

3.6. Generation - The act or process of producling infec-
ticus waste materials. :

3.7. Hazardous Waste - A waste or combination of wastes
which, because o¢f 1its gquantity, concentration or physical,
chemical or infecticus characteristics, may (A) cause, or sig-
nificantly contribute to, an increase in mortalifty or an increase
in serious irreversible, or incapacitating reversible, illness;
or (B} pose a substantial present or potential hazard to human
health or the environment when improperly treated, stored, trans-
ported, disposed of or otherwise managed.

3.8. Infactiocus Agent - Any ozganism (such as a virus or a
bacteria) that is capable ¢f being communicated by invasion and
multiplicatien in body tissues and capable of causing disease or
adverse health impacts in humans.

3.9, Infectious Waste - Waste with infectiocus charac-
teristics, including: animal waste; bulk human blcoeod and blood
products; laboratory waste; patholodgical waste which is known to
be or suspected of being contaminated by an infectious agent;
sharps. '

3.1¢. Infectious Waste PFacility - any facilility which gener-
ates, treats, stores or disposes of infectious waste.

3.11. 1Infectious Waste Incinerator - An enclosed device
using flame combustion to treat infectious wastes.

3.12. Laboratory Waste - Cultures and stocks o¢f infectious
agents and associated biologicals including but not limited to:
cultures from medical and pathological laboratories; cultures and
stocks of infectious agents from =zxesearch and “industrial
laboratories; wastes from the production of biologicals; and
discarded live and attenuated vaccines.

3.13. Land Disposal - Any placement of hazardous waste in a
landfill, surface impoundment, waste pile, injection well, land
treatment facility, salt dome formation, salt bed formation, oz
underground mine 0xr cave.

3.4, Pathological Waste - Human pathological wastes, in-
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cluding tissues, organs, and body parts exclusive of those fixed
in formaldehyde or anocther fixative. Human corpses, remalins and
anatomical parts that are intended for interment or cremation are
not infectious waste,

3.15. Person - Any individual, trust, firm, joint stock
company, public, private or government corporation, partnership,
asscciation, state or federal agency, the United 2tates govern-
ment, thils State or any cther state, municipality, county
commission or any other political subkdivision of a state or any
interstate body.

3.16. BSharps - Discarded articles that may cause punctures
or cuts and that have been used in animal or human patient care
or treatment or in medical, research cr industrial laboratories,
including hypodermic needles, syringes with attached needles,
scalpel blades, and Dbroken glassware that was in contact with
infectious agents.

3.17. 8torage - Containment of infectious waste either on a
temporary basis or for a pericd of years, in such a manner as not
to constitute disposal of such hazardous waste.

3.18. Treatment - Any method, technigue or process, includ- -
ing neutralization, designed to change the physical, chemical or
bislogical character or compesition of any hazardous waste so &as
to neutralize such waste or s¢ as to render such waste nonhazard-
ous, safer for transport, amenable to recovery, amenable to
storage or reduced in volume. Such term includes any activity or
processing designed to change the physical form or chemical com-
position of hazardous waste so as to0 render it nonhazardous.

§64~56~4., General Licensure and Inspection Provisions

4.1. No person may own, construct, modify, or operate an
infectious waste facility without first obtaining a license for
such facility from the administrator. , v

4,2. Each infectious waste facility that is physically or
operaticnally distinct shall apply for initial licensure by the
administrator within ninety (50) days of the effective date of
this zule.

4.3, The application for licensure shall be submitted te
the administrator and shall include the following infeormation:

4,3.1., A description of the methecds used to treat infec-
tious wastes if any;

4,3.2. The source, amount and type of Infectious waste
generated, stored, and treated;

4.3,3. The name and address o¢f any Iinfectlous waste
facility storing or treating the waste if waste Is transported
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off the premises for treatment;

4.3.,4, 1I%£ an autoclave is utililized, a detalled description
cf the gurrent procedure used to render wastes noninfectious,
inciuding the specific types of infecticus wastes subjected ko
autoclaving; and

4.3.5. Any other information required by the administrator.

4.4, Licenses shall be renewed annually pricr to explra-
. tion.

4.5, The administrator shall reguire payment of a license
fee according to the schedule shown in Table 64-56A found at the
end of the rule. -

4.6, All infecticus waste facllities shall be subiect to
inspection by the administrator without pricr notice to assure
compliance with this rule.

4,7. The administrator may refuse to grant a license if the
applicant has attempted to obtain the license by means of £raud,
deceit, or material misrepresentation.

4,8, The administrator may suspend or revoke a license 1if
the license has been obtained by means of £fraud, deceit, or
material misrepresentaticn.

4.9. At least fifteen (15) days before the implementaticn
of a proposed change of conditions described on an application
submitted in compliance with 8§4.3 of this rule, the licensee
shall submit an application amendment to the administrator.
Changes in prccedures shall be subject te approval by the
administrator.

4,10. Within fifteen (15) days of any unintended change,
beyond the control of the licensee, of conditions described on an
application submitted in compliance with 84.3 of this zrule, an
infecticus waste facility shall submit an application amendment
to the administrator. Changes in procedures shall be subject fto
approval by the administrator. :

§64-56-5. Packaging, 8Storage and Containment of Infectious Waste

5.1. Infectious waste shall be segregated from other waste
at the point of origin in the generating facility.

5.2. 8clid and semi-solid infectiocus wastes, except for
sharps, shall be contained for storage or transportation in
double impermeable plastic bags which are at least one and one
half (1.5} mils in thickness or in similar single bags which are
at least two (2} mils in thickness to preclude ripping, tearing,
or bursting under normal conditions of usage and handling. The
bags shall be securely tied so as to prevent leakage or expulsion
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of sclid or liguid wastes during storage, handling or transport.
Bags penetrated or contaminated on their exterior surfaces shall
be enclosed in an additional bag. Other types of packaging are
acceptable 1if speclifically approved in writing by the
administrator,

5.3. Sharps shall be placed directly into impervious, rigid
and puncture-resistant containers. Containers shall be compati-
ble with selected treatment processes to preclude contact with
waste materials, and sealed before handling. ”

5.4, Except where §6.3 o0f this rule applies, 1liguid
infectious waste shall be placed In capped or tightly stoppered
bottles or f£lasks. Containment tanks may be used for large gquan-
tities of liguid waste.

5.5. All bags and containers used for storage of infectlious
waste shall be consplicuocusly color coded red indicating the pres--
ence . of infectious waste, or conspicucusly marked with the
universal biological hazard symbol shown in Figure 64-56A at the
end of this rule, or other appropriate symbel if approved in
writing by the adminlistrator.

5.6. Infectious waste contained in non~reusable bags shall
be placed iIn rigld reusable metal, plastic or fiberglass pails,
drums or portable bins oxr rigid non-reusable  cartons for
transport to a separate infectious waste Facility. Rigid
containers shall be sealed during transport,

5.7. Reusable containers shall be leakproof, insect-proof,
rodent-proof, have tight-fitting covers, and Le kept clean and in
good. repair. Reusable containers shall be constructed toc allow
drainage of liquids and complete cleaning and sanitizing.

5.8. Before being .reused, rigid containers £for infectious
waste shall be decontaminated by agitation to remcove visible soil
combined with one of the followynglpro;edures:

5.8.1. Immersion in hot water of at least one hundred and
eighty degrees Fahrenheit (180¢ F) for a minimum of <thirty (30)
seconds.

5.8.2. Exposure to a chemical sanitlzer by rinsing with or
immersion in cone of the following for a minimum of thirty (30)
seconds: hypochlorite scolution of one hundred parts per million
(100 ppm) available chlorine if immersed or of twoc hundred parts
per million (200 ppm) if rinsed; icdoform soluticon of twenty-five
parts per million (25 ppm) available iodine 1f immersed or f£ifty
parts per million (50 ppm) 1f rinsed; or guaternary ammonium
solution of two hundred parts per million (200 ppr) active
agaent if immersed cr four hundred parts per million (400 ppm) 1if
rinsed.

5.8.3. Any .other method approved in writing by the
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administrator.

£.9. Reusable pails, drums or bins used for containment of
infectious waste shall not be used £for containment of non-
infectious waste or for any other purposes.

5.10. Infectious waste shall not be stored £for more than
eight ({8) days unless approved by the administrator.

5.11., . Storage 0f infectlous waste shall be In a specifical-
ly designated area located at or near the treatment site, or at
the pickup point if it must be transported off site for treat-
ment. Storage cf infectious waste shall be separate from other
wastes unless otherwise approved in writing by the administrator.
Access to the area shall be restricted and entry to unauthorized
persconnel shall be denied. The area shall be posted prominently
with the bleohazard symbol shown in Figure 64-56A (found at the
aend cf this rule) or other appropriate symbel LE approved in
writing by the administrator and also with warning signs leccated
adjacent to the extericr of entry doors, gates or lids indicating
use of the area for storage of infectious waste and denying entry
to unauthorized persons. The manner o¢f storage shall afford
protection from all threats to the integrity of the packaging and
the area shall be kept free £from rodents and vermin which may act
as vectors in disease transmission.

5.12. Garbage chutes shall not be used to transfer infec-
tious waste,

5.13. Compaction of infectious waste is prohibited.
$§64-56-6. Treatment and Disposal of Infectious Waste

6.1. Treatment of infectious waste shall be by one (1) or
mecre of the following methods:

6.1.1. Inclineration as described in §6.2 of this rule;

6.1.2. Discharge to a sanitary sewer as described in §6.3
cf this rule;

£.1.3. Treatment in an autoclave as described 1in §6.4 of
this rule; or

6.1.4. Any other method approved in writing by the
administrater. :

6.2, Infectious waste may be treated tc render it non-
infectiocus by incineration in an infectious waste incinerator.

6.2.1. The use o0f heating plant fire boxes for incineration
of infectious waste is prohibited.

6.2.2. The following design'specifications shall apply to

Page 6




64 CSR 56

all infectious waste Incinerators installed after the effective
date of this rule and to all infectious waste incinerators within
two (2) years of the effective date of this rule:

6.2.2.1., TIncinerators shall provide a minimum temperature
of one thousand two hundred degrees Fahrenheit (1,2000 F) in the
primary chamber and shall be equipped with an auxiliary fueled
secondary chamber providing a minimum retention time of one (1}
second af a minimum temperature of one thousand six hundred
degrees Fahrenheit (1,6000 F). Process control devices shall
prevent operation of the incinerator until these conditions are
achieved.

6.2.2.2. Incinerators with a capacity of five hundred (500)
pounds per hour or more shall be equipped with a continuous
temperature monitoring and recording device.

©.2.3. Incinerator ash shall be tested at least once per
month te determine the percentage of fixed carbon. A maximum of
five percent (5%) fixed carbon is permitted (minimum ninety-five
percent (95%) burnout).

6.3. Infectious waste may be discharged to a sanitary sewer
through a drainage fixture of a size and type adegquate to dis-
charge the waste iIin a sanitary manner to a sewer system with
secondary treatment, if the infectiocus waste 1is liquid or semi-
liquid. The use of a grinder to reduce infectious solid matter
to a size or consistency which can be discharged to a sewer is
prohibited, '

6.4. Autoclave operating procedures shall include, but not
be limited toc, the following:

6.4.1. Adoption of the manufacturer's written operating
procedures £for each autoclave including duration of treatment
process, temperature, pressure, and maximum leoad quantity.

6.4.2., Examination of récording or indicating thermometers
after and during each complete cycle to ensure the attainment of
a temperature cf two hundred fifty degrees Fahrenheit (2500 F})
for approximately thirty (30) minutes {(depending on guantity and
dispersal of load) 1in order to achieve sterilization of the
entire load. ' B '

£.4.3. Use of heat sensitive tape or cther device for each
container that is processed to indicate the attainment of ade-
guate sterilization conditions. The tape or othexr device shall
accompany the container to the landfill or other final disposal
site,

6.4.4., Use of bactericlegical spore test culture (Bacillus
stearothermophilus)} placed at the center of a load processed
under standard operating conditions at least weekly to confirm
the attainment of adegquate sterilizaticn conditions.
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64 CSR 56
§.4.5. Maintenance of records of procedures on-site for a
period of nct less than three (3] years. Reccords shall include,

but not be limited to, the date, the temperature achieved during
autoclaving and the duraticon of treatment.

6.5. Ashes resulting from the Iincineration of infectious
waste shall be disposable as noninfectious waste.

6.6. Infectiocus waste sterilized by heating in an autoclave
shall be disposable as noninfectious waste, however, it shall be
placed in a container that bears a 1label or similar dewvice
indicating that the waste has been treated and specifying the
treatment facility.

§64-56-7. Enforcement orders; hearings.

7.1. If the administrator, upon inspection, investigatiocn
or through other means observes, discovers or 1learns of a
violation of the provisions of this rule or any order issued
hereundezr, he or she may:

7.1.1. 1Issue an order stating with reasonable specificity
the nature of the vielation and reguiring compliance immediately
cr within a specified time. aAn order under this secticn
includes, but is not limited to, any or all of the following:
orders suspending, revoking or modifying licenses, orders requir-
ing a perscn to take remedial acticn or cease an desigt orders;

7T.1.2. . 8eek an injunction in accordance with $20-5E-16(c)
of the W. Va. Code;

T7+.1.3, Institute a civil action iIn accordance with §20-5E-
16{(c) of the W. Va. Code; or

7.1.4. Reguest the attoxrney gensaral or the presecuting
attorney of the county in which the alleged viclation occurted to
bring a criminal action 1in accordance with S20-5E-15 cf the
W. Va. Code. h

7.2. Any person issued a cease and desist order may file a
notice of regquest for reconsideration with the administrator not
more than seven {(7) days £xom the issuance of such order and
shall have a hearing bkefore the administrator contesting the
terms and conditions of such order within ten (10) days of the
f£iling of such notice of a request for reconsideration. The
filing of a notice of reguest for reconsideration shall not stay
or suspend the execution or enforcement of such cease and desist
ordex.

§64-56-8. Clivil penaitias

8.1. Any person who violates any provisicon of this zule or
an crder issued pursuant to this rule shall be subject to a ciwvil
administrative penalty, to be levied by the administrator, of not
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more than seventy-five hundred dollars ($7,500) for each day of
such viclaticon, not to exceed a maximum of twenfy-two thousand
five hundred dollars (822,500).

8.2. 1In assessing any such penalty, the adminlstrator shall
take into account the seriousness of the viciation and any good
falth efforts to comply with applicable reguirements as well as
any other appropriate factors, such as: {1) the degree of
substantial probability that death oxr sericus physical harm will
result and, Lf applicable, did result frem the violation; (2} the
severity of serlous physical harm most l1ikely to result, and if
applicable, that did result, from the wviolation; (3) the extent
to which the provisions of this rule were violated; and (4} any
previous violations committed by the alleged violator. No
assessment shall be 1levied pursuant to this subsection until
after the alleged violator has been notified by certified mail or
personal service.

8.2.1. The notice shall include a reference to the section
cf the statute, rule, regulation, order or statement of permit
conditicons that was allegedly violated, a ccncise statement of
the facts alleged to constitute the violation, & statement of the
amount of the administrative penalty to be imposed and a state-
ment of the alleged violator's right to an informal hearing.

8.2.2. The allieged wviolator shall have twenty (20) calendar
days from receipt o0f the notice within which to deliver to the
administrator a written reguest for an informal hearing. If nc
hearing Is requested, the notice shall become a final order after
the expiraticn of the twenty-day period. If a hearing is
requested, the administrator shall inform the alleged violator of
the time and place of the hearing. The administrator may appolnt
an assessment officer to conduct the infeormal hearing and then
make a written recommendatlion to the administrator concerning the
assessment of a civil administrative penalty.

§.2.3. Within thirty {(30) days following the informal hear-
ing, the administratotr shall issue and furnish to the violator a
written decision, and the reasons therefore, concerning the
assessment of a civil administrative penalty.

8.3. The authority to levy an administrative penalty shall
be in addition to all other enforcement provisions of State law
or this rule and the payment of any assessment shall not be
deemed to affect the avallablility of any other enforcement provi-
sion in connection with the violation for which the assessment is
levied; Provided, That no combination of assessments against a
violator wunder this rule shall exceed twenty-five thousand
dollars ($25,000) per day of =each such violation: Provided,
however, That any violation for which the vioclator has paid a
civil administrative penalty assessesd under this section shall
not be the subject of a separate civil penalty action under State
law to the extent of the amount of the civil administrative
penalty paid. -
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§.4, No assessment levlied pursuant to §%.1 cof thils rule
shall become due and payable until the procedures for review of
such assessment as set out herein and in State law have been

completed.

8.5. Any person who violates any provision of this rule, or
order issued pursuant to this rule shall be subject to a ciwvil
penalty not to exceed twenty-£five thousand dollars ($25,000) for
each day ¢f such violation, which penalty shall be recovered in a
civil action either in the circult court wherein the violaticn
occurs or in the circuit court of Kanawha County.

8.6, The administrator may seek an injunction, or may
institute a civil action against any person in wviolation of any
provisions of this rule, or order issued pursuant to this rule.
In seeking a&an injunction, it is not necessary Eor the
administrator to post bond nor to allege or prove at any stage of
the proceeding that irreparable damage will occur if the
injunction is not issued or that the remedy at law is inadeguate,
An applicatien for injunctive zrelief or a civil penalty action
underxr this section may be £iled and relief granted
notwithstanding the fact that all administrative remedies
provided for 1in this rule have not been exhausted or invoked
against the person or persons against whom such rellef is sought.

§64-56-9. Severability - The provisions o¢f this rule are
declared to be severable. If any provision of this rule shall be
held invalid, the remaining provisions shall remain in effect.
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Figure §4-56A. The Biclogical Hazard Symbol

N/

\x/

The symbol is fluorescent orange or orange-red. The
background may be any color that provides sufficient contrast

for the symbol to be clearly defined.
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Llicense Fee Schedule

Tvpe of PFacility Fee
!
Hospitals
1 to 4% beds $125
50 to 14% beds 250
150 to 24% beds 375
250 beds cr more 500
i Laboratories $100 I
Other Generating Facilities $ 50 t
Infectious Waste Storage/ l
Treatment Facilities
{No Generation)
1 to 500 lb/hr $ 300
501 to 108G 1b/h 600
1001 to 20460 1b/hr 1000
2001 to 30CC 1b/hr 1500
3001 to 40050 1lb/hr 2000
4001 1lb/hr or more 3000 1
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VEST VIRGINIA HOSPITAL ASSOCIATION

December 4, 1830

Mr. Tony Minard {
Vice President 7 H .
Camden Clark Memecrial Hospital \// ! w

800 Garfield Avenue .
Jeeied 13fa e

Parkersburg, WV 28101
Dear Mr. Minard: Aodgtr |

Per our telephone discussion of Monday, December 3, 1980 please find
enclosed a DRAFT copy of a proposed infecticus waste rule. Please be
advised that this enclesed DRAFT will be modified in some respects prior to
cur meeting on Tuesday, December 11, 1890 at 9:30 a.m. at the Hospital
Assoclation. - The modified draft will be available Tuesday, December 11. .

Our purpose in meeting is i9:
A. Review and discuss drait rules as they exist 12/22/80
B. Particlpate in guestion/answer/clarification session
with Mr. Jos Schock, M.P.H., P.E. of the West Virginia
Division of Health,

C. Identify any procblem areas of the proposed draft.

I hope to see -you December 11, 1890 at 9:30 at the Hospital
Asscciation. : -

Sincerely,

e

Gil ﬁeLaura -
Vice President/Genera! Counsel

GD/dsm -

Enclosure

(304) 744-9842

free suihy Charleston, West Viginia 253 A
reet Scuih Charlesten, Wesi Virginia 25303 FAX (204) TALG88G
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(Proposed)
TITLE 64
WEST VIRGINIA LEGISLATIVE RULES
"BUREAU OF PUBLIC HEALTH
SERIES 56
INFECTIOUS WASTE

654-56-1.0 GENERAL ?&

. Scope.~ This rule establishes rtequirements regarding the
handling, storage, transportation, trestment and disposal of
infectious waste,

[
a

-

.2, 2uthority = 20~5E-7(d) of the West Virginia Cocde. Related -
206-5E-1 et seg. of the West Virginia Code.

o

—

iiing Date -
1.4, Effective Date ~

1.5, Motice of Public Hearing -

[y

.B. Public .Heazrinmg -

inal Appreval - This vrule was approved by the West Virginia
oard of Health on )

(o3 ]

64~56—-2.0 APPLICATION AND ENFORCEHENT

2.1, Application - This rule zpplies to any person who generates,
handles, stcreg, traznsports, treats or disposes of infec-
tious waste except 2s specifically exempted er excluded Iin

this rule,

]
S

Enforecement - This rule shall be enforced by the ac-
ministrater of the Buresu of Public Health ¢f the Stzts
Depavrtment of Hezlth and Humazn Rescurces or his or her
suthorized designee.

64-56-3.0 DEFINITIONS

3.1, Administrator - The administrater of the Bureau of Public
Health of the State Department of Health and Human Resources .
or his or her authorized designee.

3.2. Commercial Infectious Waste MHanagement Facility -~ ALl con-
tiguocus land and structures, othery appurtenances, and ic-
provements thereon used for the systematic collection,
storage, trvansfer, processing, treatment, or dispesal cf in-
fecticus waste of which more than Z3% by weight in a calen-
dar year is generated off-site, '

2.2 Generator ~ any person, by site location, whose zct or
process produces waste identified or. listed in section
____of this tvule or whose act first causes a waste tc becoce
subject te this rule. v R
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Infecrious agent -~ Any ovganiso such 28 & ViTUs oY a tac-
teria that 1s capable of being communicated by invesion and
meleiplication in body tissues and capable of causing dis-~.
ezse or adverse health impacts in humans.

Infectious Waste - VWaste identified by the health care
professional in ctharge as capable of producing z2n infectious
disease, A waste shall be considered te be capable of

producing an infectious disease if it has been or is likely
© have been contaminated by an crganism likely to be
pathogenic to. healthy huzmans, such organism is not routinely
and Ireely available in the cczmunity and such crganisa hzs
a sigwifi ant probability of being present in sufficient

quantities and with sufficient wvirulence to trausmit dis-
easey ‘

rt

For the purposes of this vrule, infectious waste shall in-
clude the following dﬂless specifically excluded or exemptred
in this section or sectien __ .

a. Cultures and stock c¢f microorganisms znd biclogicals -
Discarded cultures, stecks, specimens, wvaccines and as-
sociated items likely to have been contaminated by
infectiocus agent, Discavrced eticlogic agents are i
fectious wszste. Wastes froom the production of biclegi-
¢als and antibiotics likely to have been contamlnated
by an infectiocus agent are infectiocus waste.

9w
3

b. Blocd &nd blood products - LI cuid waste humzn blocod and
nosef prslucis nn ¢ liws=IloLing OF WOEDHTLIILU SLale,

c. Pathological wvastes - Human pathological wastes, in-
ciluding sgugs, corgans, and bLody parte, exclusive of

i ti
those fixed in formzldehyde or another fixative.

d. Sharps — Discarded articles rhat may cause punctures ov
cuts and that have been used in anicazl or humzn patient
Cere or treatment or in pharmacies or medical, rTesearch
o7 industrial laboratories. Includes hypodermic-
needles, syringes with attached needles, scalpel
blades, and broken glassware.

2. Apimal carcasses, body parts, bedding and rtelated
wastes - Contaminazted animal c¢arcasses, body parts, and
bedding of animals that are known to have been exposed
to infectious agents during research, preduction of
biologicals, teszing of pharmaceuticals, or for any
other resson,

£. Isclatiorn wastes - Biological wastes and discarded
materizls contaminated with bloocd, excretion, exudates
or secretions from humans who ate iscolated to protect:
others frenm H*gbly communicable diseases or from isco-
lated animals known or suspected to be infected with
zooneotic infectious agents

pege 2 (’?’%g‘?ﬁ
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2. Any resicdue or contaminated soil, water, or other
debris resulting from the claanup of a spill oF any in-
fectious waste. .

k. Any wazste contaminated by or mixed with infectious
waste. :
Infectious waste management facility - all contiguous land

and structures, other appurtenances, and improvements
thereen used for the systematic collection, storage, trans-—
fer, processing, treatment, or disposal of infectious waste,

Non—commercial Infectious Waste Mapnagement Facility - 211
contiguous land and structures, other appurtenances, and im-
provemeants thereon used for the systematic collection,
storage, transfer, processing, treatment, or disposal of in-~
fectious waste of which 75% or movre by weight in & calendar
yeatr 1s generated on-site.

Off-site - a fecility or avea for the collection, storage,
transfer, processing, trea2tment, ot dispesal of infectious
waste which is not on the generator's sire (i.e. "on-site")

or a facility or arvrez which received infectious waste for
storages or treatment which has net been generated on-site at
that facility.

On-site - the land z2vez and appurtenances thereon &n
thereto usesd for infectious waste management on the sam
geographiczily contiguous property at which dnfecticus wast
is genervated, Two or nore pieces of property wnich &rv
gfeographically contiguous but which are divided by public or
private tignt{s})—-of-wsy are a single site Ior the purpcses
0f this rule. '

[

m

Persom - Any individual, trust, firm, joint stock company,
public, privare or government corporation, partﬂership, as-
sociztion, state or federal agency, the United States
govetrhoent, tkis Stzte or any other state, omunicipelivy,
county comnmissien or any othert peoliticel subdivision of a
state or any interstate body.

Transport =- the movement of infectious waste by air, tzil,
highway, cor water.

Transporter - a person engaged in the off-site transporta-
tion of waste by air, rail, highway, or water.

Transport wvehicle - a moter wvehicle, or rail car used fov
the transpoertation of cargo by any mode, Each cargo-
carrying body ({(trailer, railroad freight car, etc.) is =
separate transport vehicle.
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T ¢ £4-56-4,0 EICLUSIONS AND EXEBHPTICNS TO TZE RULES %Eﬁgﬂ

4,1, Excilusions - The fcllowing are wnot sitbject to the.requireg---
ments of this rTule: ' ’

a, Human Temains and bedy parts under the gcontrel of =
licensed physician or dentist, when the remains are
being used ov examined Ifor medical purpcses andé are not
abandoned materials.,

b, Human remzins properly interred in & cemetery or 1in
preparation by a licensed mortician £for such interment
cr cremation.

<. Used preoducts for personal hygilene, such as dizpers,
facizl tissues and szanitary napkins.

d. Material, except £for sharps, containing small amounts
of blood with no free fiowinmg or unabsorbed bleod.

e, Hair, nails, and extracred teeth.
4.2, Exempticns
4&,2,1.. These rules shall not apply to infectiocus waste froam
gingle ot multiple residences or hotels, motels, or

' bozarding homes provided:

a. waste was no:t generated by the provisicn of health

éi care services on the premises and
3
%%a b. sharps are placed in a container with a high de-
gi‘ gree of puncture~resistance before being zixed
: with other wastes or disposed,
4,2.2, These.rules shell not 2pply to health care profes-

sicnals whHo generate infectious waste in the provi-
sien of health care services in their own off:

3 - in the private home of a patient, proviced:
A Y . : U S S

- T R 2. With respect to infecticus waste other than

2 o ] sharps, the office or the patient's home generTates

. A or accumulates no more than 64 gallons in 14
Q" dezys, {second optien = 50 ibs./menth) the wasta is

- S packaged and labeled in accordance with section

G o ©, and the waste is delivered within 45 days
\/ to a permitted infectious waste treatment or

storage facility.

b. Sharps arve packaged in rigid, leak-proocf and
puncture-vresistant containers, labsled in accor-
dance with section __ , and delivered to & per--

mitzed infectious waste treatment OoT sStoTage
facility. ’

¢, The health care professiconal transporis or ar-

Tt Lan At the Ly
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The health care professional prepares and =main-
tains an up-to-date written infectiovs waste
management-plan, A copy shall be subaitted to the
adminilistrater upen Ttequest and Sshall z2liso be
available on the premises for inspection by the
administraror. The infectious waste management
plan shall include, at a minimoum:

1) a2 descripcion of the infectious waste genara-
1

ted by the facility including type and volume
cf waste;

2) a description of infectious waste handling
and stoTrTage procecures;

3) the treatment/disposzl methods for ezch type
of infectious was:te;

4) transgportation method;
5 name, address, telephone number, and infec-

tious waste licensed transporter nuaber, 1
applicablie;

i 1Y

8 personnel training preocedures; and

~1
Nt

name, address, and telephone number of the
person{s}) responsible for inmfectious waste
management at the fzcility.

et




5.1

54-56-5.0

FERMIT REQUIREMENTS

No perscn may own, oonstruct, modifv, or operate an infee-
tious waste management facility without fivst obtaining a
permit for such facility from the administrator, unless.
specifically excluded or exempted in this rule ot under &
percit by rule 2s defined in 3.2, ’

Permit By Rule - Qualifying ncn-commercial facilities are

deemed to operate under a permit for an infectious waste

managerment facility and their owners or operatorsS are not
required to comply with the permit application procedures of
section 12,0 of this rule, Only those nom-commercial
faeilities that are in complete coempliznce with all the fol-

lewing conditions are gualified and considered to be under a

permit by rule for their operaticomn, &and the permit by rule

shall be immedigiely terminated when the faciliivy fails to
fuvlfill any of the following conditiens;

a. The fzcility and 2all infectious waste activities are in
compliiance with a1l parts of this rule except section
12,0, o

b. More than seventy~five percent (73%) by weight in a
czlendar year of all infectious waste that i1s stored,
treated coTr dispesed of Dy the facility is genervrated
cn—-site. : ’

c. -No infectiocus waste 1s transported or reaceived by the
facility withour being properly packaged and lateled in
accordance with this rule,.

d, The owner or operator of the facility nas notified the
edministrator in writing tnat the facility is operating
under a2 permit by rtule. The notice shall give the
naoe, mailing address, and location address of the
facility, and the type of business the facilirty
serves. The notice shall a2lsoc include a2 written infec-
ticus waste management plan apprecpriate for the size .

aé@”* and type of facility, Such plen shall set forth

é} pclilicies and procedures consistent with this rule. for
i -

managing infectious waste and shall include, at a mini-
mum, the following: '

3

1) 2 description of the infecticus waste genetated bty
the facility including type and volume of waste,

2) a detailed description o©of infectious waste han-
diing and storage procadures.

3} a descriptien of the treatment and disposal
methods for each type of infectious waste.

4) transportaticn method, 1if applicable.




—_M

5)

6)

7)

While persons whoe own or operate qualifying
facilities are not subject ¢t

guired te have & written perzit from the ad-
ministrater for those gualifying facilities, they are
subject to this rule and all other parts therecf.

B oH
Ny

Hy 4l
A R

other facilities on the site that are operated under
a permit by rule.

name, address, téleph
transporter number, if

]

one npumber, and licensed
applicable.

persconnel training procedures.

names, addresses and . telephone numbers of the .
prinecipal corporatre officer and the person{s)
responsible for infectious waste manazgement at the
facility.

o section 12.0 or re=~

person owns or operates an Infectious waste

a
nagement facilitfy that does not qualify for a per-
by rule, that person must comply with secticn
.0 z2znd ali other parts of this rule for those

cilities, withoutr regard tec the presence of any

Tt

raft
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64-56-6.0 PACKAGING AND LABELING REQUIREMENTS

6.1. Responsibility for packaging and labeling - The generator of
infecrious waste is responsible for the packaging and label-
ing ©f Infectlcus wastes,

6.1.1. Contractors or other agents may provide services to
the generator, including packaging and labeling of
infectious waste; however, ne contract orv other
relationship shall relieve the generator cf the
responsipiliicy for packaging &and labeling the infec-
rious waste as required by this rule.

6.1.2. No person shall receive for transportation, storage,
treatment or disposail asny infectious waste that 1is

not packaged in accordance with this rule. Contrac-
tors ©or other agents may package or Tepackage infec-
tious wastes to comply with rhis rule, if the packag-

ing or rvepackaging is performed on-site where the in-
fecrious waste was genevated and no transportation,
torage, treatment .-or disposal occurs prior to the
pa:kaging or repackaging. Nothing in this section
11 prevent the proper vTepackzazging and further
transporcation of infectious wzste that has spilled
during transporttation,

in

Ul
(\J

&.2. Packaging prior to storage, treatment, transport or disposal
- All infectious waste shall be packaged as follows tefores
it is stored, treated, transported or disposed of

ctious wastes shall be contained and sealed on-

in leak~proof, plastic bags capable of passing
ASTM 125 pound drep weight test. Free l1iquids
1 be contained in break-resistant, tightly stop-
d containers, Heavy matevials must be supported
n double~wallied corrugaeted fiberboard boxes or

eguivalent rigid containers. Sharps shall be col- -

s lected 2t the point of generaticn in puncture resis-
Lgé tent containers, and those containers placed inside =
plastic bag pricr fo storage OT LrTansport. A11 bags
shall be sealed bty lapping the gathered open end and
binding with tape or closing device such that no Lig-
1id can leak.

o

[

.

—

.

-

o

W W rt n
o @

b5 Bl R
'i
[{ U o

,J.’U n rt

o
e
=

- Y

.2.2. ALl begs ccntsining infectious waste swail be recd in
color except that infectious waste th is to b=
sterilized shall te contained in‘orange bags and
marked with auroclave tape. Both red and crange bags
shall be imprinted with the intermational biohszard
symbol and the words "infectiocus wasta" or
"biomedigal waste" or "biohazard'. Waste contained
in ted bags s5hall be considered infectious waste and
mnanaged as infectious wzaste. Wastes in orvange bags
shall be managed as infectious wastes pricor to stean
sterilizavion and 2s solid waste after stezr
sterilization. Waste in orange bags shall be steril-
ized before disposal and shall nor be treated or dis-
posed of by incineration or any other metnod prior t©
steam sterilizatioen.

e}
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E.2.5.

"All infectious waste which 1Is to be transported coff-

site or in a ootor vehicle ‘om a strest ot highway
nust also De packaged in double-wall corrugated
fiberbocard boxes eor equivalent rigid containers. The
bowxw or container shall be leeck-tesistant or lined
with a tear-tesistant, leakprecef plastic bag.,

Reuszble containers shall be lezkproof, vermin proof,
have tight-fitting covers, and be kept clezn and in
good repair, Reusable containers shall be thorcughly
washed z2nd disinfected each time they are emptied un-
less the surfaces of the containers have been effec-
tively protected from contamination by disposable
liners, bags c¢r other devices which are removed and
disposed ¢f with the waste; however, & red bapg may
not be enclosed in 8 bag of another coler. Disinfec-
tion ¢f the container shall be a2ccomplished by one o¢f
the following methods:

2.4, 1. Iamersion in hot water of at lezst o
hundred and eighty degrees Fahrenheit (1280°
fer a2 minimum of thirty (30) seconds.

o

6.2.4.2,.Exposure te a chemical sanitizer by iomersion
in one of the £fcllowing for a minipum o
thirty (30) seconds: hypochlorite solutic
cf cne hundred parts per millioen (100 ppm
available chlorine; idodeoform scluticn ¢
twenty-five parts per wmillion (25 ppm) avail
atle ZIodime; or guatern&ary azmoniuxz solutic
cf two hundred parts per million (200 pp:=
active agent. Instead c¢f immersion, the con
tainer may be swabbed or rinsed with th
chemical sanitizer provided the strength o
the chemical sanitizer is double that re
quired in this section,

I M~ 3 1

pai

|~

D

Persons packaging infectious weste shall wear heavy
gloves of neoprene or equivalent materials.

6.2, Labeling Requirements

6.3.1.

Infectious waste toc be transpovrted coff-site shall e

labeled immediately after packagzing. The label shall
be securely attached te the outer, layer of packaging
and be cleatrly legible. The label may be & tzg

securely affixed to the package. Indelible ink shall
be used to complete the infermation on the label, and
the label shall be at least three inches by five
inches in size. The following information shell be
included:

a. The nace, address and business telephone number cof
the generator.,

b. “"Infecrious Waste" in large print.

page 9
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T ne—Tame, f40dle5s and Dusiness ta2lépnhone nunmber of
all transporters, treatment. facilizies, or other
persons tc whose contrel the infectious waste is
transferred, License nupber of transporters sheall
be provided if applicable.

d., The date uvpon which the infectious waste was
packaged. :

Treated infectious waste shall be labeled immediately
afrter treatment, The lzbel shall be sized znd at-

tached 2s required in sectiom 6.3.1, The following
information shall be included on the label:

a. The name, address and business telephone number of
the generator,

. The date upon which the infectious waste was
treated.

¢, Treatment metned veilized.

d, Stateczent indicating that the waste has been
treated and is no longer infecticus waste,.

I
T

B

G
fiate
o
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7.1,

6§4-56-7.0 HANAGEMENT OF SFILLS OF IRFECTIQCUS WASTE

[

Spill containment &ad cleanup kit - All infeetious waste
zmanagewen: facilicies are required te keep a spill contain-
nert and cleanup xit within the vicinity of any area wherte
infactious wastes &ra managed, and the locaticn cf the kit
shall provide for rapid and efficient cleanup of spills
enywhere within the area,. All wvehicles transperting infec-
tigus wastes arvre requived to carry a spilil containment and
cleanup kit in the vehicle whenever infectious wastes are

conveyed. The kit shall consist of at least the following
itens: '
7.1.1, Materizl designed to absorb spilled liquids, The

eamount of ebsorbent material shall be that heving =a
rated capaciry of one gallon ¢f liquid for every
cubic foot of infectious waste that 1is normally
menzged in the zrea for which the kit is provided or
ten gallons, whichever is less. Feoer wehicles
transperting infectiouws waste, the amount of absorb-
ent material shall be rated to sbserb ten gallons,

7.1.2, Cne gallon of hospital grade disinfectant in =
sprayer capable of dispersing its charge in a wi
and in a2 stream at a distance. The disinfecra
should be hospital grade and effective zgain

mycoc>zcteria., : :

7.1.3., Enough red plastic bags to double encleose 150 percent
6f the meximum load zccumulated or tfransported, that
meet the ASTM 1Z3 pcund drop weight test and are ac—
corzpanlied by sealing tape ot devices and labels or
tags. These bags snall be large enough to coverpack
any box or other container normally used for infec—

tious wWaste management by thar facility,

7.1.4, Two new sets of liguid impermeable and disposable
" eowvereils, gloves, toots, caps and pretective breath-
ing devices., Cveralls, boots and caps shall be over-
sized or fitted to infectious waste workers and be
made of materials impermeable to liguids. Boots may
be of thick rubber and gloves shall be of heavy
neoprene otr eguivalent,. Boots, gloves and breathing
devices may be reused if fully disinfected between
uses. Tape for sealing wrists and &ankles shall also

be in the kit.

7.1.5, A first aid kit and boundary marking tape.

Containment and cleanup procedures - Feollowing a spill of

infectious waste ov i1ts discovery, the following procedures

shall be implemented:

7.2.1. Leave the area until the aerosol settles (no more
' then a few minutes deleav).,

7.2.2. The cleanup ¢rew will den the cleanup ocutfirt

described in section 7.1.4. and secure the spil:l

area. '

- in
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7.2,32, Spray the broken containers of infectious waste with
disinfectanct, ’

.

7.2.4, Pilace broken containers and spillage inside coverpack
bags in the kit, zminimizing exposure.

e |
b
.
n
.

Disinfect the area and take other cleanpup Steps
deemed appropriate. )

7.2.6, Clean and disinfect nondisposable items,
7.2.7., Clean and disinfect cleanup outfits before rermoving.

7.2.8. Remove cleanup outfits and place disposable items 1in
cleanup bag.

7.2.5. Taks necessary steps to replenish ceontainment and
cieanup kit with items used.

Exceptions for swmall gquantity spills - When a spill involves
only a3 single container of waste whose velume is less than
32 gallons and spilled _ligquid whose volume is less than one
cuart, the individual responsible for the cleanup may elect
to use alternate approprizte dress and procedures than those
described {in section 7.2, Such alternate dress or proce-—
dures shall provide an equal protection of the health gf.
workers and the public. -
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6€4-56-8.0 STORAGE OF INTECTICOS WASTE Egﬁag E

g.1.
B.2.
g.3.
.4,
2.3.
g.5.
8.5,
8.7,
g.8.

The rtequirements of this section apply only to areas o
storage wWhere more. than 64 gallons ¢f infectious waste ar
a2ccunulated in 14 days (second option = mot¥e than 50 1lbs, o
infectious waste are accumulated in one mcnth).

Hy

[ ST

This section 18 appliczble to the steorvage of infectious
waste at any time after packaging including during transper-
rztion and at incinerztor, steam sterilizaticn and other
treatment znd disposal sites or fzcilities.

Excluding sharps, infectious waste stored for mere than 72
hours after generation =must be refrigerated at 459F or
below.

Mo dinfectious waste shall Dbe stored for morvre than thirty
(30} days, even if refrigerated,

Storage of infecti
designated a2rea locs
the pickup point 2
treatment.

us waste shall be in a2 specifically
ed at or near the treatment site, or 2t
it must be transported off site for

The manner of storage shell maintain the integrity of the
containers, prevent the leakage of waste frowm the container,
provide protectrion from water, rain, and wind, znd mainrtain
the waste in & nonputrescent, odcrless state,.

All
easi

[ SR [1}]

rezs used to store infectiocus waste shall bz Hurzble,
y c¢lezanable, imperceadble to liguids, znd vernin proof.

Carpets and floor covevrings with seams shzall notr be used in
storage areas. All floor drains shall discharge dirtectly to

an approved sanitarty sewage disposal system.

A1l storage aveas shall De kept clean and in good rTepair.,

B,9.411 areas used to store infectious waste must nAvVe &a3cCess

control that l1imits access e those perscns specifically
designated to manage infectiocus waste. Such zteas shall be
posted preominently with the international biocohazard sycbol
andéd with warning signs loccated adjacent to the extericr of
entry doors, gates, or lids indicating use of the arez fo
storage of infectious waste and denying entry to un-
authorized persons,

r{

8.10.Infettious wastes shall not be placad in chutes at any tiamez.

8.11.Compaction of infectious waste or subjecting infectious

waste to wvieclent mechanical action is prohibited unless a
part of a treatment ov disposal process approved by the ad-
ministrator. '
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2.5.8pills = All wvehicles transporting infectious waste shal

S.6.Disinfection —-All transport vehicles and equipment used ¢

£4-56-9.0 TRANSPORTATION

The reguirements of this part apply to all transportation of
infecrious waste over rcads or nighways, by rzilroead or by
water conveyencée. It specifically includes all motor
vehicle transportation. '

Time in transport shall be zccounted as time in storage. AT
211 times during transporttaticn, the storage reguivrements of
sections 8.3 through 8.11 shall be zpplicable.

Mo person shall receive for tranmsportation any infectiocus
waste that 1s not packaged and labeled in accordance with
section 6.0 of this rule.

A transporter shall deliver infectious waste in the State o
West Virginia only toc & permicted infecticus waste manage-
ment facility. '

Hhy

Iderntification of vehicles —-All vehicles transporting infec-
tious waste shall be prominently identified on the two sides
an¢ the back of the cargo compartnent with the following:

a. the international biochazard symbol,

b, the words "infectious waste", "biomedical waste”, o
"bipghazard", and ’ .

L

cense number i1ssued by the ald

he transperter's 1
bl d in section 9.7, of this rtule,

t
oinistrator &as Teguir

[

carry & spill containment and cleapup kit in the wvehicl
whenever infsctious wastes arve conveyed as required 2y sec-
tion 7.1 of this rtule. Spills of infectious weste durin
transportation shall be managed as required in sections 7.
and 7.3 of this rule. Direct physical centact of th
transport vehicle or egquipment with infectious waste shal
be considared and managed as a spill,

[}

= M o0

transport infectious waste must be thoroughly cleaned an
disinfected weekly or as required in section ©.5; befor
Seing used for any other purpose; and prior to any transie
of ownership.,

1 D O

.7.License Required - Woc person shall transport infectious waste

in West Virginia who does not possess a valid license issued
to hiama by the administvater, unless specifically exempted iIn
section .

9.8.Application - An zpplicatien for a iicense to transport in-

fectious waste shall be mzde in writing to the administrator
ecn a form prescribed by the admipistrater 2nd signed by the
applicant or his authorized representative. The applicaticn
shall contain at a miniauam the following:

a. Neme of the person or firm.
page 14
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SR ;i:“ ! 5. Business address and telephone number of petrsecn or
@?fﬂ Q;ad -+ firm, an_udihg'headquarters and local office.

Q. Make, model and license number of each vehicle ro be
used to transport infecticus waste within Wesz Vir-
ginia.

d. Meme, business addrass and telephone number of each
driver who will.cperaze in West Virginia

e. _ Arez (counties znd cities) in West Virginia in which
the transporter will opervate.

i. Any petsen or firm othetr than repovted in 9.8.a. that
is associlated with the applicant firm or zny other name
under which that person or firm does business.

z . Any other person or firm using any of the szme vehicles
and operators.

. The nzrme and telephone nuaber of a person who may be
centzcred in the event of an accident or release,

i, Detziled description of the metheods te be uwurilized to
clean and disiniect the transport vehiecles and ecuip-
ment &5 rvegquired in sections 9.3 and 9.6 of this rule.

i Verification that the applicant and a1l his ot her
employees involved in the transportation of infectious
waste are familiar with the provisiens of this rule znd
agree to c¢omply in full with said provisions,

9.9.Applicartion Fee - The application shazll be accompanied by =
feez per trausport vehicle according to the fze schedule in
section __ of this rule,

9.10,.0nce the applicaticn has been approved by the administrator,

2 license will be issued to the appliecant., All transport

vehicles shall displzy a8 license deczal provided by the ad-

ministrator in a prominent position ¢n the driver's side.
9.11.Licenses shall not be transferable or assignable and shall
automatically become invalid upon a change of ownership or
upon suspension or revocation.
9.12.Licenses shall expire two yeartrs from the date of issuance.

Application for renewal shall te submitted to the ad-~

ministrator at least 45 days prior teo the expiration date

and shall be accompanied by a fee per wvehicle accordlng to

page 15

the fee schedule in secticn of this rule.
9.13.The adninistrator may withour warning, notice, or hearing
suspend a license to transport infectious waste if the
holder of the license does not comply with the requirements
f this rule, or 1f the transportaticn procedures dc not
omply with the requirements of this rtule, or Lif rthe
ransporter's operation constitutes a substantisl heazard ©
ubiic health.  When & license is suspended the transporta-
icn of infectious waste shall iomediately cease.




4, The

sdministrater may revoks a license to transport infec-
ticus waste for repeatred orT serious wviclations of any of the
requirements of thig rule or for the interifierence with the
administratdér in the performance of his duties, ‘
Upcn rvegquest the transporter shall provide the administrator
with the nzmes, addresses, and telephone numbers of the in-
fecticus waste management fzcilities and generators with
which the transporter has a <¢ontract cr agreement for serv-
ices.

Any person whose license has been suspended or revoked nay,
at any =time, make application for rteinstatement of the
license. Within ten (10) days following receipt o0f a writ-
ten reguest, including a.signed statement by the applicant
that in hkis opinion the conditions causing the suspension of

the license have beenm corrected, the administrator shall
make an inspection or investvigation of the applicanz's
operation, If the applicant complies with the previsions of
these regulsrtions, the license shall be reinstated.
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64=-56-10.0

METHODS OF TREATHENT AND DISP_OSAL@E’

10.1.411 infectious weaste must be treated by one of the following

methods

1]

.

incineration as described in section

b. stear sterilization as described in section _

c. dischavge to a sanitary sewer &s described in
section__ . ' ‘

d. ny

10..1.1.

Incinerat
maintain

ell tico

10,2,

P

I0.2.3.

10.2.4,

28

cther method za2pproved 1in writing by the ad-

2
cinistrator.,

Upen treatment in accordance with this rule, the
waste or its azsh is not infecticus waste and may
be disposed of z2s non-infectious waste.

ion - A&ll incineratvors for infectious waste shall
the fellowing level of operational performance at
Operatvricenal temperature and retention time - when-

ever infectious wastes are introduced into an in-
cinevrator, all the waste shall be subjected to &
turn temperzture ¢f not less than 1400°F for- =
period nor less than one hour., Cases generated by
the ceombustion shall be subjected to a rtemperature
¢f not less than 1800°F for 2 pericd of one secon

0,

or moTe. Except &t start-up, interlocks or other
process control devices shall prevent feeding of
the incinevator unless these conditions can be

achieved.

Losding and_cperating contrels - The incinerator
shall have interlocks or other process centrol

devices to prevent feeding of the incinerator un
ril the conditions in secticen 10,2.1. can b

vh D ot~

£
achieved. Such devices may have an overtide Ifcorv
start=—-up. In the event low tfemperTatures occur
facilities shall have automatic auxiliary burner
which are capable, excluding the heat content ©
the wastes, of independently maintaining th
secondary chanber temperature at the minimum o

1800°F.

Menitoring — There shall be centinuous monitoring
and recording of primary and secondaty chacber
temperatures. Monitoring data shall be maintained
for a period of three years.

Ash testing - All combustible waste shall be con-
verted by the incineration process into ash that
is not recognizable as to its feoermer character.
Incinerator ash shall be tested at least momnthly
for total organic carbon content. A maximuc of 5
fixed carbon is permitted {(minicum $5% burnoutz).

page 17




10.2.5. The incinerator 5hall be .permitted by the Air Fol-
lurion Contrel Commissicn and be in cozpliance
with the regulations of that agency.

10.2.,6. Ne person shall operate an infecticus waste in-
cinerator unless he or she has a valid certificate

.ﬁ; issued by the administrator. Certification shall
‘F% be depandent upcn the applicant completing =
L] course of study approved by the administrator.

Obtaining a passing score of 70% on a written ex-
amination may be required by the administrator,

10.3.Steam Sterilization - All sterilizers for infectious waste

A0

L ﬂ%?ﬁ

shall mezintain the following level of operational perfor-

mance at all times: : '

C.3.1. Operztion
waste sh
tional st

[

atutre and detencicon -~ All the
ubjected to the following opeara-

w Mo
-+
3

a. Temperature of net less than:

| 250°F
/ inch ¢

or 90 minutes at 153 pounds per square
gauge pressure (psi),

Lot (O = o'

4L - = . .
SRS 272°% for L5 minutes at 27 psi,
- |
f 250°F for 28 minutes at B0 psi, or

i 270°F for 15 minutes at 80 psi.

Cther cozbinaticns of operationzl tesperatures,

pressura and time may be approved by the ad-

ministrater I the instelled ecuipoent has been

proved to achieve a reliable and complete kiil of’
all microorganisms In waste at design capacity,

Complete and thorough testing shall be fully doecu-

mented, including tests of the capacity to kilil

B.stearothermophilus. Longer steam sterilizetion

times are required when a2 lead contains a large

quantity of liquid.

10.3.2. Tach package of waste to te sterilized shall have
a2 tape attached that will indicate 1f the steznm
sterilizaticn tempevrature has been rvreached and
waste will not be considered satisfactorily
sterilized if the indicator fails to indicate that
tenperature was Teached during the process. zach
package shall zlso be labeled according te ssction
6.3.2. '

10.3.3. Steam sterilizationm units shall be evaluated under
full lcading for effectiveness with spores of
B.stearothermephilus ne less than once per every
40 hours of operation. ‘

Dage 18




10.3.4.

4 log shall be kept at each stean sterilizaticn
unit that is complete for the preceding three YEeET
pericd. The log shall record the date, time and
operator of each usage; the type and approxicate
agount oI waste treated; the post—sterilization
reading of the temperature sensitive tape;: the
dates and results of calibvration; and the results
of effective testing described in section 10.3.3.
Where multiple steam sterilization units are used,
2 working log can be wmaintained 2t each unit and
such logs periocdically consolidated at a central
location, The consolidated legs shall be
retained for three years and be available for
review,

i)

i
[t
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64~56-11.0 RECORDKEEPING REQUIREMENTS (Option 1 for sectionm 1i;
see Option 2 for manifesting)

11.1.A1L1 genérators and transporters of infectious waste and all
infectiocus waste managerent facilities shall maintain the
following rtecords, 1f applicable, and assure that they arte
accurate and current:

A log of infectiocus -waste rteceived from offi-site, the
generater, the smount, the generztion and receipt
dates, and the treatment/disposal date.

m

b. 4 log of infectious waste transpocrted off-site, the
transporter, the destination, the amecunt and the gener-
ation and transport dates.

¢, The date, persons invelved znd short description, of
events in each spill of infectious wastes involving
rore than 32 gallons of waste or one quavrt of free li-
guid.

11.2.Records shall be mazintained fcr 2 pervriod of thres years znd
shall be gvailable to the administratocr upen request. The
period of retention of rTecords is extended automatically
during the course of any untesolved enforcement action
regarding the regulated activity or as reguested by the ad-
ministrator. : ’

~ 4
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P ' 64-56-11.0 MANIFESTS AND RECORDKEEPING REQUIREHENTS (Opricn 2)

The generztor of infecridus waste that is to be transportead
cff-site for storazge, treztiHent, or disposal shall initiare
& 5 part manifest avazilable from the adaministrator. Copy &

of the manifest is to be rerained by the generator; copy 3,
by the transporter(s); cepy 2, by the storage, treatment orT
disposal facility; ard copy 1 is to be returned to the gen-
sTator. : ‘

11.2.I1f the generator does not receive the coopleted manifesc
froz the treatament ot disposal facility within 33 days afrer
the date the waste was accepted by the transperter, the gen-
eraror shall report this fact to the administrator.

11.2.4 traznspdrter shall not accept infectious waste from s gen-
erater unless it is accompanied by a manifest with the gen-
erztor pertion complected, signed, and dated by the genera-
tor.

-
s

4.4 transporter shall in the presence of the generator or, foy
subseguent transporters, the prior transporter, complete the
appropriaste transporter portion of the manifest, including
handwritten acceptance signature and dzte of acceptance, and
impediscely give a signed copy of the manifest to the gener-
stor ov rior transporter, noting eny discrepancies in
manifest informatiocn, ’

l11.5.4An infectious waste management facility shall not accept

zore than 50 pounds {or €4 gallons, depending on option
selected) of infecficus wzste from & generaicT ©T any guan-
tity of infectious waste frem a transporter unless it is ac-
companied by a properly completed manifest.

11,58.The in

ectious waste management facility shail, in the
of the generator or transporter, cocmplete the ap-

R,' nropriate storage, transfer, Treatment or disposal facility

5%?& 4 p?rtion of the manigesc. including §an@writFen scceprance

é}$¢} ﬁgﬁ signature and date of acceptance, and immediacely give =2

¢3“3§§ 3 signed copy of the manifest tec the generator or transporter,
'Eiﬁ neting any discrepancies in manifest information.

1i.7.The facility shall record on the manifest the date on which
the shipment was received and acceptad by the facility.

pt

=

.B8.The facility shail keep a copy of the completed manifest zs
part of the facility operating record and shall forward 2
completed copy teo the generator within 35 days after the
waste was accepted by the transporter.

34
=

.9.In instances where an infectious waste management facility
accepts less than 50 pourds {(or 64 gallons) of infectious
waste froo a generator, the fazcility shall maintain a log of

such receipts which includes, atr a rminioum, the following:

1t}

The name and address of the generator.

b. The type and volucze of waste received.
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c. The date of receipt of such weste.

!

4. The signature cf the person rvreceiving the waste.

11.10.Manifests and related records and logs shall be reteined by
all parties for 2 perviod of not less than 3 years, The.
pericd ©f retention of records is extended automatically
during the course of any unresclved enforcement action
regarding the regulated activity or as vequested by the ad-
ministrator., These records shall be available for inspec-
tion by the administretor upon request. '




PART IX

PERMIT APPLICATION AND ISSUANCE

PROCEDURES

§ 9.1. Scope of Part IX,

This part of the regulations requires a permit for the treatment, storage or disposal of

any infectious waste unless specmf‘cally excluded by these regulations or under a permit

by rule as defined in § 4.1. of these regulations owners and operators of infectious waste

F% - '12 management units shall have permits during the active life (including the closure

% 3% % periods)of the unit. The Executive Director may issue or deny 2 permit [or one or mere

=4 units at a facility without simultanecusty issuing or denying a permit to ali of the units
at the facility.

§ 9.2. Application for Permit.

A.

Permit application. Any person who is required to have a permit {including new
applicants and permittees with expiring permits) shall complete, sign, and submit
an application to the Executive Director, including the form contained in the |
zppendix. Persons covered by permits by rule need not apply, but must nstify the
Department in accord with Part IV, Procedures for application, issuance and’
administration of emergency permits are found exclusively in § 9.7.A. Procedures

for zppiication, issuance and administration of research, development, and ce-

monstration permits are found exclusively in § 9.7.B.

When a fzcility or activity is cwned by one person but is operated by another
person, it is the operater’s duty 1o obtain a permit; however, the owner shail also
sign the permit application.

Complcizness ol Application.

i.  The Executive Director shall not begin the processing of a permit until the
applicant has fullycomplied with the application requirements for that permit
contzined in § 9.3. and the signature requirements of § 5.6.

2.  The Executive Director shall not issue a permit before receiving z compiete
application except permits by rule or emergency permits. An application for
a permit is complete when the Executive Director receives an application
form and any supplemental information which are completed to his satisfac-
tion. The completeness of any application for a permit shall be judged
independently of the status of any other permit appiication or permit [or the
same facility or activity,

3. All applicants for infectious wasie management permits shail provide infor-
mation ser'forth in § 9.3. and zpplicable portions of § 9.4. to the Executive
Directar.

-1 . 7 . 9.2,
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PERMIT APPUCATION AND ISSUANCE PROCEDURES

D. Exsting facilities qualmc:ations.Owncrs and operators of existing and permltged
infectious waste management [acilities are not required to submit an application
for a new permit at the time these regulations become effective. Existing permits

will remain valid, except that conditions or waivers in existing permits in conflict
with these regulations are void and cperators of existing facilities are required to
comply with these regulations.

E. Newfacilities. No personshallbegin physical construction of a new facility without
having submitted the permit application and having received a final effective

permit.
§ 8.2+ €urienis o The Appliestior~- « ~-

pee S
Toe application shall include the following information:

A, The activitles conducted by the applicant which require him to obtain a permit.

B<d Name, mailing address, and location of the facility for which the application is

submitted. Eﬁa'ﬁ

£ The name, address and telephone number of the owner or the facility

C. The latitude and longitude of the facility.

§ES)
{5 Anindication of whether the facility is new or existing,
CE ]

F  Forexisting facilities, 2 scale drawing of the facility showing the location of all past,

present, and future treatment, storage, and disposal areas.

8. TFor exdsting facilities, photographs of the facility clearly delineating all existing
- structures; existing treatment, storage, and disposal areas; and sites of future
treatment, storage, and disposal areas.

Hy The operator's name, cddrcs.s telephone number, ownership status, and status as

’“_‘é federal, state, private, public, or other entity.

. 8 A listing of all permits or construction approvals received or applied for under any
f the following programs and their counterpart programs administered by the

mmonwealith:

Hazardous waste management prograra under RCRA;
NPDES program under CWA;

33. Prevention of Significant Deterioration (PSD) program under the Clean Air
Act;

% Monattainment program under the Clean Air Act;

Se Qther relevant environmenta!l permits, including local permits.

§3.3. A




M.

A topographic map (orother map if a topographic map is unavailable) extending
one mile beyond the property boundaries of the source, depicting the facility and
each of its intake and discharge structures; each of its infectious waste treaiment,
storage, or disposal facilities; and those wells, springs, other surface water bodies,
and drinking water wells listed in public records or otherwise known to the
applicant within the quarter-mile of the facility property boundary.

A brief description of the nature of the business.

A description of the processes to be used for treating, storing, transporting and
disposing of infectious waste, and the design capacity of these items;

Adescription of the type of the infectious wastes to be treated. stored, transporie
or disposed at the facility, an estimate of the quantity of such wastes to be treated,
stored, transported or disposed annually,

A certification from the governing body of the city, county or town in which the
facility is to be located that the location and operation of the facility are consistent
with all applicable ordinances {In accordaqce with § 10.1-1408.1.8. of the Code of
Virginia).

§ 9.4. Detailed Submittal.

The following information is required for all facilities, however, its submittal may be
delayed pending a preliminary eveluation by the Dcpamncnr. of the concapt of the
application based on the information above.

A

Conceptuai review. The applicant may request in writing that the Depariment
perform a conceptuzal review. The evaluation of the concept is not a commitment
on the part of the Department to issue a permit, por is it 2 commitment by the
applicant 1o proceed with the permiiting process.

Final review. No final permit wilf be considered or issued until the following
information is submitted and is complete (Note: If cwners and gperators of
facilities can demonstrate that the information prescribed cannot be provided (o
the extent required, the Executive Director may take allowance forsubmission of
such information on a case by case basis. )

1. Adescription of procedures, structures, or equipment used at the facility to:
2 Preenthiazards in unloading operations.

b.  Prevent run-off from infectious waste handling areas 1o other areas of the
facility or environment

c.  Preventcontaminztion of water supplics.
d. Mitigate effects of equipment faillure and power outages.

e. Prevent exposure of personnel to infectious waste,

ol i §9.4
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PERMIT APPLICATION AND ISSUANCE PROCEDURES
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-

Traffic pattern, estimated volume (number, types of vehicles) and control;
describe access road surfacing and load bearing capacity; show traffic control
signals.

Owmers and operators of all facilities shall provide an identification of
whetherthe facility is located within a 100-year flocd plain. This identification
shall indicate the source of data for such determination and include a copy
of the relevant Federal Insurance Administration (FIA) flood map, if used,
or the caleulations and maps used where a FIA map is not availabie. Infor-
mation shall also be provided identifying the 100-year flood level and any
other special flooding factors (e.g., wave action) which shall be considered in
designing, constructing, operating, or maintaining the facility to withstand
wasnout from a 100-year flocd.

An outline of both the introductory and continuing training programs by
owners and operators Lo prepare persons to operate or maintain the facility
in a safe manner as required. A brief description of how training will be
designed (o meet actual job tasks.

A copy of the closure plan.

Closure cost documentation. The most recent closure cost and post-closure
cost estimates for the fzcility and a copy of the documentation required to
demonstrate financial assurance under.

A topographic map showing a distance of 1,000 feet around the facility at a
scale of 2.5 centimeters (linch) equalto not more than 61.0 meters (200 {eet).
Contours shail be shown on the map. The contour interval shall be sufficient
to ¢learly show the pattern of surface water flow in the vicinity of and {rom
each operational unit of the facility. For example, contours with an interval
of 1.8 meters{Sfeet), frelielis greaterthan 6,1 meters (20 feet) craninterval
of 0.6 meters (2 feet), if relief is less than 6.1 meters (20 feet). Owners and
operators of facilities located In mountaincus areas should use larger contour
intervals to adequately show topographic prefiles of facilities. The map shall
glearly show the following:

+d

‘8. Mapscale and date.

100-year flood plain area

g Surface waters including intermittent streams.

Surrounding land uses (residential, commercial, agricuitural, recreational).
£ Awind rose (Le., prevailing wind speed and direction).

£  Orentation of the map (rorth amow).

@ Legal boundaries of the facility site.

h.  Access control (fences, gates).

§5.4,
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Injection and withdrawal wells both on-site and off-site,

Buildings; treatment, storage, or dispeszal operations; or other structures
(recreation zreas, run-off control systems, accass and internzl roads, storm,
sanitary, and process sewerage systems, loading and unioading areas, {re
contrel facilities, etc.).

Barriers {or drainage or flood control.

Locztion of operational units within the facility site, where infectious waste

is {or will be) treated, stored, or disposed (Inclucding equipment cleanup
areas),

Applicants may be required to submit such information as may be necessary
to enable the Executive Director to carry out his duties as required.

From owners ar operators of facilities that are used or to be used for storzge
or ireatment, a description of the containment and refrigeration system.

For facilities that incinerate infectious waste,

a.

b.

d.

An analysis of each waste or mixture of wastes to be burned.
Estimated heat value of the waste in the form and compesition in which it
will be bumed. .

¢

A detailed engineering description of the incinerator, including:
(1) Manufacturer’s name and modei number of incinerator.

(2) Typeofincinerator.

{3) Linear cimension of incinerator unit indudi’r‘ug cross sectional area
of combustion chamber.

(4)  Description of auxliary fuel system (type/feed).

(5)  Cepacity of prime mover.

(6)  Description of automatic waste feed cutof system(s),

(7)  Stack gas monitering and poliution control monitoring system.

(8) Nozle and burner design.

(9) Construction matenials.

{10) Location and description of temperature, pressure, ow indication
and control devices.

{11) Feed-minimum temperature interiock system.
The expected incinerator operation information, including:

(1)  Gas zone temperatures and detention time;

—5 _ §9.4.
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PERMIT APPUCATION AND ISSUANCE PROCEDURES

{2) Waste fead rate;

(3) Combustion zone temperature;

¢4y Indication of combustion gas velocity;

(5)  Expected stack gas volume, flow rate, and temperature;

(6) Computed residence time for waste in the combustion zone;

(7)  Proposed waste feed cutoff limits based on'the identification sig-
nificant operating parameters.

(8)  Operation of feed-temperature maintenance interlock system.

e Such supplemental information as the Executive Director finds necessary
to achieve the purpeses of this paragraph

§ 9.5. Recordkeeping.

Applicants shall keep records of all data used to complete permit applications and any
supplemental information submitted for a period of at least 3 years from the date the
application is signed.

'§ 9.6. Signatories to Permit Applications and Reports.

A. Applications, All permit applications shall be signed as follows:

1.

2

P

For a corporation: By a principal corporate officer as defined in Part L
For g partnership or sols propdetorship: By a general partner or the prop-

rietor, respectively; ot

Loramunicipality, state, federg], orotherpublic agengys Byeither a principal

executive officer {se¢ Part I) or ranking elected official.

8. Reports. All reporis required by permits and other information requested by the
Exscutive Director shall be signed by a person described in § 9.6.A_ above orby a
duly authorized representative of that persen. A person is 2 duly authorized
representative only if:

1.
2.

-
2.

The authorization is made in writing by a person deseribed in § 9.6.A;

The zuthorization specifies either an individual or a pesition having respon-
sibility for the overall operation of the regulated facility or activity; acd

The written authorization is submitted to the Executive Director.

C. Changes to authorization. If an authorization is no longer accurate because 2
different individual ot,position has responsibility for the overall operation of the
facility, a new authorization satisfying the requirements shall be submitted to the

§ 9.8.

_-9»%—-
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FERMIT APPUCATION AND SSUANCE PROCEDURES

Executive Director prlQr to &r together with any reports, information or applica-
tions to be signed by an authorized reprasentative.

Certification. Any person 515'1mg a document under § 9.6.A. or 9.6.B. shall make
the following ceriification:

“[ centify under penalry of law that this document and all attachments are

prepared under my direcrion or supervision in accordance with g system
designed to assure that gualified personnel properly gather and evaluate
the information submined. Based on my inquiry of the person or persons
whno manage the system, orthose persons directly responsible for gathering
the information, the information submirnted is, 1o the best of my knowledge
and belief, true, accurate, and complete. [ am aware that there are
significant penaliies for submitting false informaiion, including the pos-
sibility of fine and imprisonment for knowing violations.”

§ 8.7. Special Infectious Waste Management Permits,

A,

Emergency permits. Notwithstanding any other provision of Part [X, in the event
the Executive Director {inds an imminent and substantial endangerment to
human health or the environment, the Executive Director may issue a temporary

emergency permit 1o a facility to zllow treatment, storage, transportation or”

disposal of infectious waste for a nonpermitted facility or infectious waste nof
covered by the permit for a facility with an effective permit. Such permits:

1.

May be oral or written. If oral, it shall be followed within five days by a written
emergency permit; -

Shall not exceed 90 days in duration;

Shail clearly specify the infectious wastes to be received, and the manner and
location of their treatment, storage, transportation or disposal;

May be terminated by the Executive Director at any time without process if
it is determined that termination is appropriate to protect human health or
the environment; and

Shall be accompanied by & public notice as required by the Virginia Ad-
ministrative Process Act, including:

a.  Name and address of the office granting the emergency authorization;
b.  Name and location of the permitted facility,

c.  Abrefdescription of the wastes involved;

d.

e. uratinn of (ke emerzency permit: and
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A brief description of the action authorized and reasons for authorizing it;
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Shall incorporate, to the extent possible and not {nconsistent with the emer-
ency situation, all applicable requirements of these regulations.

" 1. The Executive Director may issue a research, development and demonsira-
tion permit for any infectious waste treatment facility which proposes to
utilize an innovative and experimental infectious waste treatment technology
or process for which permit standards for such experimentat activity have not
been promulgated. Any such permit shall inciude such terms and conditions
as wilt assure protection of human health and the environment. Such permits:

a.  Shell provide for the construction of s‘uch facilities as necessary, and for
operation of the facility for no longer than one year unless renewed as
provided in § 5.7.B.4., and

b.  Shkealiprovide forthersceipt and treatment by the facility of only those types
and quantities of infectious waste which the Executive Director deems
necessary for purposes of determining the efficiency and performance
capabilities of the technology or process and the effects of such technology
or process on human heaith and the environment, and

¢.  Shallincludasuch requirements as the Executive Director deems necessary
to protect human heaith and the environment (including, but not limited
to, reguirements regarding monitoring, operation, financial responsibility,
closure and remedial action), and such requirements as the Ewcutive
Director desms necessary regarding testing and providing of information to
the Executive Director with respect to the operation of the facility.

2. TFor the purpose of expediting review and issuance of permits under this
section, the Executive Director may, consistent with the pretectionof human
health and the environment, modify or waive permis application and permit
issuance requirements in Parts [X.

3. The Executive Director may order an immediate termination of all opera-
tions at the facility at any time he determines that termination is necessary (o
protect human heaith and the environment.

4.  Anypermitissued under § 9.7.B. may be renewed not more than three times.
Each such renewal shall be for a period of not more than one year.

§ 9.8. Conditions Appllcable to All Permits.

The following conditions apply to all infectious waste management permits. All condi-

- tions applicable to &ll permits shall be incorporated into the permits either expressly or
by reference. If incorporated by reference, a specific citation to these regulations shall
be given in the permit.

A. Duty to comply. The permitiee shall comply with all conditicns of the permit,
except that permittee need not comply with the conditions of this permit to the

§9.8. . ~F—
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extent and for the duration such noncompliance is authorized in an emergency
permit (see § 9.7:A). Any permit nencompliance, except under the terms of an
emergency permit, constitutes a violation of Title 10.1, Code of Virginia (1950) as
amended, and is grounds {or enforcement action; for permit termination, revoca.
tion 2nd reissuance, or medification; or for denial of 2 permit renewai application.

Duty to reapply. If the permittee wishes 1o continue a regulated activity after the
expiration date of his permit, he shall apply for and obtain 2 new permit.

Need to halt or reduce activity not a defense, It shall not be a defense for a
permittee in an enforcement action that it would have been necessary to halt or
reduce the permitted activity in order to maintzin compliance with the conditions
of this permit,

Duty to mitigate. In the event ¢f noncompliance with the permit, the permitiee
shail tzake all rezsonable steps to minimize releases to the environment, and shall
carry out such measures as are reasonable to prevent significant adverse impacts
on human heaith or the environment.

Proper operation and maintenance, The permittee shall at 2l times properly
operate and maintain al] facilities and systems of treatment and control which are
instziled or used by the permittee to achieve compliance with the conditions of
this permit. Proper operation and maintenance includes effective performance,
adequate funding, adequate operator staffing and training, and adequate lab-
oratory and process controls, including quality assurance-procedures. This pro-
vision reguires the operation of back-up cr auxiliary facilities or similar systems
onily when necessary to achieve cempiiance with permit conditions.

Permitactions. The permit may be modified, revoked, and reissued, or terminated
for cause. The filing of a request by the permittee for a permit modification,
revocation, and reissuance, or termination, or a notification of planned changes
or anticipated noncompliance does not stay any permit condition.

Property rights. The permit does not convey any property rignts of any sort, or
any exclusive privilege. Possession of a permit does not authorize any injury to
persons or property or invasion of other private rights, or any infringement of
Commonwealth or local law or reguiations.

Duty to provide information. The permittee shall furnish to the Commonweaith
within 2 reasonable time, any pertinent information which the Executive Director
may request to determine whether cause exists for modifying, revoking, and
reissuing, or terminating this permit or to determine compliance with this permit.
The permittee shall also furnish to the Executive Director, upen request, copies
of records required to be kept by the permit.

Inspection and entry. The permittee shall allow the Executive Director or an
authorized representative, upon the presentation of credential and other docu-
ments as may be required by law, to:

—=g _ §9.5.
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1. Enter at reasonable times upon the permittee’s premises where a regulated
facility or activity is located or conducted, or where records shall be kept
under the conditions of the permit;

2. Have access 10 2nd copy, at reasonable times, any records that shall be kept
under the conditions of the permit;

Inspect at reasonable times any facilities, equipment practices, or operations
regulated or required under the permit; and

(98]

4. Sample or monitor at reasonable times, for the purposes of assuring permit
compliance ot as otherwise authorized by the regulations, any substances or
parameters at any location.

J. Monitoring and records,

1.  Samples and measurements taken for the purpecse of monitoring shall be
representative of the monitored activity. The permitiee shall retain records
of all monitoring information, including ail calibrations and maintenance
records and all original strip chart recordings for continuous monitoring
instrumentation, copies of all reports required by this permit and records of

- ali data used to complete the application for this permit, for a period of at
least three years from the date of the sample, measurement, report, cerntifica- -
tion or application. This period may be extended by request of the Executive
Director at any time.

2% Records of monitoring information shall include:
a.  Thedate, exact place, and time of sampling or measurements;
b.  Theindividual(s) who performed the 5arlnpling Or measurements;
c.  Thedate(s) analyses were performed;
d. Theindividual(s) who performed the analyses;
e. The analytical techniques or methods used; and
f.  The rewulis of sich anaiyses.

K. Signatory requirement. All applications, reports, or information submitted to the
Executive Director shall be signed and certified as specified a5 § 5.6.

u3-

4 Typographical correction has besa made from officially registered text,
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L. Reporting requirements.

1.

!J

Plapned changas, The permitiee shall give written notice to the Executive
Director as soon as possible of eny planned physical alterations orconditions
to the permitted facility.

Antigipated noncompliance, The permittee shall give advance written notice

to the Executive Director of any planned changes in the permitted facility
or activity which may result in noncempliance with permit requirements. For
a new facility, the permittee may not commence treatment, storage ot
disposal of infectious waste; and for a facility being modified the permitiee
may not treat, store or dispose of infectious waste in the modified portion of
the facility, until:

a. The permittee hes submitted to the Executive Director by centified mail or
hand delivery a letter signed by the permittee stating that the facility has
been constructed or medibied in compliance with the permit; and

b.  The Executive Director has inspected the modified or newly consiructed
facility and finds it s in compliance with the conditions of the permit.

ransfers, This permit is not transferable to any person except with the
approvel of the Executive Director. The Executive Director may require
medification or revocation and reissuance of the permit to change the name
of the permittee and incorporate such other requirements as may be neces-
sary. 1f the Executive Director finds that a name change is a minor modifica-
on, the requirements of § 9.17. will apply.

Monitoring reports, Monitering results shell be reported at the intervals
specified in the permit or these regulations.

Complizace schedules, Reports of compliance or noncompliance with, orany

progress reports on, interim and {inal requirements contained in any com-
phance schedule of the pcrmxt shall be submltted no later than 14 days
following each schedule date

oY -fi r Jelating:]

a. The permittee shall report to the Department any noncomgiiance which
may endanger heaith or environment Any information shall be provided
orally within 24-hours from the time the permittes becomes aware of the
clrecumstances.

b. Thefollowingshall be included asinformation which shall be reporied orally
within 24-hours:

(1}  Information concerning release of any infectious waste that may
cause zn endangerment to public health

(2) - Any information of a release or discharge of infectious waste, or of

2 fire or explosion from an facility, which could threaten the environ-

—=TT i . § 9.8,
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ment or human health outside the fazility. The description of the
occurrence and its cause shall include:

(a}  Name, address and telephone number of the owner or ope-
rator;

(b)  Name, address and telephone number of the facility;

()  Date, time and type of incident;

: ﬁ:& (d)  Name and quantity of material(s) invoived;

(e}  Theextentof injuries, if any;

(6 Anassessment of ectual or potential hazards to the environ-
ment and human health outside the facility, where this is
applicable; and

(g)  Estimated quantity and disposition of recovered material that
resulted from the incident.

c. A written submission shall also be provided within 5 days of the time the
permities becomes aware of the circumstances, The written submission
shall contain a description of the noncompliance and its cause; the period
of noncompliance, including exact dates and times, and if the noncom-
pliance has not been comrected, the anticipated time it is expected to
continue; and steps tzken Or planned to reduce, eliminate and prevent
reoccurrence of the noncompliance, The Executive Director may waive the
5-day notice requirement in favor of a written report within 15 days.

7. Other information where the permitiee becomes aware that he failed to
submit any relevant facts in a permit application, or submitted incorrect
information inapermit application or in any report to the Executive Director,
he shall promptly submit such facts or informaticn.

§ 9.9. Establishing Permit Condlitions,

A,

1. General. In addition to conditions required in all permits, the Executive
Director shall establish conditions as required on a case-by-case basis, for the
duration of permits, schedules of compliance, monitoring, and to provide for
and zssure compliance with zll appiicable requirements of these regulations.

2. Each permit issued under Part IX shall contain terms and conditions as the
Executive Director determines necessary to protect human health and the
environment.

An applicable requirement is a Commonwezlth statutory or regulatory require-
ment which takes effect prior to final administrative dispesition of a permit.An
applicable requirement is also any requirement which takes effect prior to the

§9.9.
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modification or revecation and reissuance of 2 permit, to the extent aliowed in
§9.15.

New or reissued permits, and to the extent allowed under § 9.15., modified or
revoked and reissued permits, shell incorporate each of the applicable require-
ments in these regulations.

Incorperation. All permit conditions shall be incorporated either expressly or by
reference. If incorporated by reference, a specific citation to the applicable
regulaiions or requirements shall be given in the permit.

§ 9.10. Duration of Permits and Renawal of Permits.

Tratl -

Infecticus waste management permit shell be effective for a fixed term not to

excead 10 years.

The térm of 2 permit shzll not be extended by modification beyond the maximum
duration specified in this part.

The Executive Director may issue any permit for a duration that is less than the
full aliowable term under this part.

1f the holder of 2 valid permit for an infectious waste management facility files with'
the Executive Director a request to renew or extend the permit at least 180 days
prior to the expiration of that permit, the Executive Direstor will cause an audit
to be conducted of the facility’s past operation, its current condition and the
records held by the Department concerning the facilisy. Within sixty days of receipt
of 2 proper request, the Department will report o the applicant the results of the
audit and those items of correction or information required before renewaj will be
considered. At the time of filing, the applicant shall provide all information knawn
to him that is changed or new since the original permit application and which he
has not previously provided to the Department. [f the applicant files for renewal
or extensicn less than 180 days prior to the expiration of the criginal permit or files
an improper application the Executive Director shall deny the applicaiion for
renewal. If an application for renewal has been denied for a facility, any further
applications and subminzls shel! be identical to those for 2 new faciliny.

The Executive Director may refuse to renew a permit or issue a new permit for a
facility if the facility has had a record of violations of the permit or regulations of
the Department, as evidenced by notices and other enforcement actions of the
Department; if the Executive Director believes current facilities may pose a2 threat
tothe healthorenvironment or the facility will not comply with current regutations
for design, siting and other physical characteristics which are applicable to new
facilities. .
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§ 9.11. Effect of a Permit.

A. Compliance withavalid permitduringix.stermconstitutcscompiianceforpurpo&es
of enforcement, with the Virginia Solid Waste Management Act. However, a
permit may be modified, revoked and reissued, or terminated durmg its term for
cause as set {orth in these regulations.

The issuance of a permit does not convey any property rights of any sort, or any

» _gﬂ exciusive privilege.
5 g EE g C. The issuance of a permit does not authorize any injury t¢ persons or property or

invasion of other private rights, or any infringement of Commonwealth or local
law or repulations.

§ 6.12. Transfer of Permits.

A permit may be transferred by the permittee to a new owner or operator only if the
permit has been modified or revoked and reissued, or a minor modification made to
identify the new permittee and incerporate such other requirements as may be neces-
sary.

§ 9.13.°Schadule of Comfpl!ance.

The permit may, when appropriate, specify a schedule of compliance leading to com-
pliance with these regulations. |

A. Anyschedules of compliance under this part shall reguire compliance as soon as
possible. '

B. Except as otherwise provided, if a permit establishes a schedule of compliance
which exceeds ane (1) year from the date of permit issuance, the schedule shall
set forth interim requirements and the dates for their achievement.

1. Thetime between interim dates shall not exceed one (1) year;

2. Ifthetime necessary for completion of any interim requirement is more than
one (1) year and is not readily divisible into stages of completion, the permit
shall specify interim dates for the submission of reports of progress toward
completion of the interim reguirements and indicate a projected completion
date,

C. The permit shall be written 'to require that nc later than fourteen (14) days
following each interim date and the fnal date of compliance, a permittee shall
notify the Executive Director, in writing, of his compliance or noncompiiance with
the interim or {inal requirements.

5 Typographical correction has been made from officially registered text, subsections renumbered.
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§ 9.14.Modification, Revocation and Reissuance, or Termination of

Permits.

A. If the Executive Director tentatively decides to modify or revoke and reissue a
permit, he shall prepare a draft permit incorporating the proposed changes. The
Executive Director may request additional information and, in the case of @
modified permit, may require the submission of an updated permit application. In

the case of revoked and reissued permits, the Executive Director shall require the
submission of 2 new application. '

Draft

[n a permit modification under this part, only those conditions 1o be modified
shall be reopened when a new drzft permit is prepared. All other aspects of
the existing permit shall remain in effect for the duration of the unmodified
permit. When a permit is revoked and reissued under this part, the entire
permit is reopened just as if the permit had expired and was being reissued.
During any revocation and reissuance proceeding the permittee shall comply
with all conditions of the existing permit until a new final permit is reissued.

Minor modifications as specified in § 9.17. are not subject to the above
requirements.

B. Ifithe Executive Director tentatively decides to terminate a permit, he shall issue
a notice of intent to terminate. A notice of intent to terminate is a type of draft

permit which follows the same procedures as any draft permit prepared under
§ 9.18.

§ 9.15. Modification or Revocation and Reissuance of Permits.

When the Executive Director receives any information, he may determine whether ot
not one or more of the causes listed for modification or revocation and reissuance ot
both exist. If cause exists, the Executive Directdr may modify or revoke and reissue the
permit accordingly, subject to the limitations of § 9.13.C,, and may request an updated
application if necessary. If cause does not exist under this section or § 9.17,, the
Executive Director shall not modify or revoke and reissue the permit. If a permit
modification satisfies the criteria in § 9.17. for minor modifications, the permit may be
modified without a draft permit or public review. Otherwise, a draft permit shall be
prepared and other appropriate procedures followed.

A. Causes for Modification. The following are causes for modification but not
revocation and reissuance of permis,

1

There are material and substantial alterations or additions to the permitted
facility or activity which occurred after permit issuance which justify the
application of permit conditions that are different or absent in the existing
permit,

If the Executive Direztor ks received information pertaining to circumstan-
ces or conditions exdsting at the time the permit was issued that was not
included inthe administrative racord and would have justified the application

§9.15.
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cf cifferent permit conditions, the permit may be medified accordingty if in
the judgment of the Executive Director such modification is necessary to
prevent significant adverse effects on public health or the environment.

3. The standards or regulations on which the permit was based have been
changed by promulgation of amended standards or regulations or by judicial
decision after the permit was issued. Permits may be modified during their

ﬁ% terms for this cause cnly as follows:

a.  For promuigation of amended standards or regulations, when:

(1) The permit condition requested to be modified was based on 2
promulgated infectious waste regulation;

{2}  TheCommonwealth has revised, withdrawn or modified that periion
of the regulation on which the permit condition was based; and

(3) A permittes requests modification within ninety (90) days after
notice of the action on wiich the request is based.

b.  Forjudicial decision, a court of competent jurisdiction has remanded and
stayed Commonwealth reguiations, if the remanded and stay concem that
portion of the regulations on which the permit condition was based and a
request s filed by the permittee within ninety (90) days of judicial remand.

4. The Executive Director determines good cause exists for modification of a
compliance schedule, such as 2n act of Ged, strike, flood, or materialshortage
or otherevents over which the permittee has little or no control and for which
there is no reasonably available remedy.

5. The Exscutive Director may modify a permit:

a.  After the Executive Director receives the notification of expected closure,
or when he gcterminas that extersicn of the %0 or 180 day pericds are
unwarranted '

b.  When the permittes has filed a request for a variance to the level of financial
responsibility or when the Executive Director demonstrates that an upward
adjustment of the level of fnancial responsibdity is required.

¢. Toincludeconditions applicable to units at a facility that were oot previously
included in the facility’s permit.

B. Cause for modification or revocation and reissuance, The foﬂtm'ng are causes
to modify or, alternatively, revoke and reissue a permit:

] Typographical correction has been made from officially registered text, text deleted and “ot” added
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1. Causeexdsts fortermination under § 9.16., and the Executive Director deter.
mines that 2 mediflcation or revocation and reissuance is apprepriate,

2. The Executive Director has received notification of a proposed transfer of
an existing permit.

Facility siting. The suitability of the facility location will not be considered at the
time of permit medification or revocation and reissuance unless new information
or standards indicate that an endangerment tc human health or the environment
exists which was unknown at the time of permit issuance.

§ 9.16. Termination of Permits.

§

o

A.

B.

The following are causes for terminating a permit during its term, or for denying
a permit renewal application:

1. Noncompliance by the permitiee with any conditicn of the permit;

2. The permittee’s failure in the application or during the permit issuance
process to disclose fully all relevant facts, or the permittee’s misrepresenta-
tion of any relevant facts at any time; or

3.  Adetermination that the permitted activity endangers human heaith or the
environment and can only be regulated to acceptable levels by permit
modification or termination.

The Executive Director shall follow the applicable procedures of the Virginia
Administrative Process Act in terminating any permit under this par.

A7 Mrse Mo Jilication of Permits.

Upon the consent of the permittee, the Executive Director may modify a permitto make
the corrections or allowances for changes in the permitted activity listed in this part,
without following the required procedures for major modiiication, including those
concerning public notice and public hearing. Any permit modification not processed as
a minor modification under this part shall be made for cause and with draft permit and
public notice as required. Minor medifications may only:

A
B.
C.

Correct typographical error;
Reguire more frequent monitoring or reporting by the permittae;

.Change an interim compliance date in a schedule of compliance, provided the new
date is not more than 120 days after the date specified in the exsting permit and
does not interfere with attainment of the final compliance date requirement;

Allow for a change in ownership or operational control of a facility where the
Director determines that no other change in the permit is necessary, provided that
a written agreement containing a specific date for transfer of permit responsibility
between the current and new permittees has been submitted to the Director.

T2
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Changes in the ownership or operational control of a facility may be made without
further proceeding if the new owner or cperator submits a revised permit applica-
tion no later than 60 days prior to the scheduled change. When a transfer of
ownership or operational control of 2 facility occurs, the old cwner or operator
shall comply with the requirements of any financial assurance regulations, until
the new owner or cperator has demenstrated to the Director that he is complying
with the requirement, The new owner or operator shall demonstrate compliance
with the requirements within six months of the date of the change in the ownership
or operational control of the facility. Upon demonstration to the Director by the
new owner or operator of compliance, the Director shall notify the old owner ot
oparator in writing that he no loenger needs to comply with § 9.7. as of the date of
demaonstration.

Change the lists of facility personnel or equipment in the permit’s contingency
plan.

§ 6.18, Draft Permits.

A,

Once 2n application is complete, the Executive Director shall tentatively decide
whether 1o prepare a draft permit or to deny the applicaticn.

If the Executive Director tentatively decides to deny the permit application, he
shall issue a notice of intent to deny. A notice of intent to deny the permit
application is a type of draft permit which follows the same procedures as any draft
permit prepared under this part. If the Executive Director’s final decision is that
the tentative decision to deny the permit was incorrect, he shall withdraw the
notice of intent to deny and proceed to prepare a draft permit.

[f the Exacutive Director decides to prepare adraft permit, he shall prepare adraft
permit that contains the following information:

1.  Allconditions under §89.8.and 9.9,;

2.  Allcompliance schcdule:slundcr §9.13,;

§ 8.19. Public Notice of Permit Actions and Public Comment Period.

A,

Scope. The Executive Director shall give public notice that the following actions
have occurred;

1. Adraft permit has been prepared; or
2. Ahearing has been scheduled.
Timing.

1. Public notice of-the preparation of a draft permit or the intent to deny a
permit application shall allow at least 45 days for public comment;

§9.1%.
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2. . Public notice of a public hearing shall be givén at least thirty (30) days before
the hearing. '

C. Methods, Public notice of activities described in this part shall be given by the
following methods:

By mailing a copy of a notice to the following pefsons (any person otherwise

1.

entitied to receive notice under this paragraph may waive his or her rights to

recaive notice for any classes and categories of permits):

a2. Tneapplicany;

b.  Any other agency which the Executive Director mows has issued or is
required to issue a permit for the same facility or activity; and 10 each siate
agency having any authority under the state law with respect to the con-
struction or operation of such facility, including the Department of Air
Pollution Control for incinerator facilities;

c.  Anyunit of local government having jurisdicticn over the area whete the
facility is proposed to be located and the apprepriate regional solid waste
planning agency;

2. Publication of 2 notice in a daily or weekly major local newspaper of general

circulation. .

D. Contents.
1. All public notices issued under this part shall contain the foliowing minimum
information;

a. Nameandaddressoftheoffice processing the permitaction for whichnotice
is being given;

b. Name and address of the permittee or permit applicant and, if different, of
the facility or activity regulated by the permit;

c. A bref description of the business conducted at the facility or aciivity
described in the permit application or the draft permit;

d. The name, address and telephone number of a person from whom inter-
ested persons may obtain further information, including copies of the dralt
permit or fact sheet, and the application; and

e. A brief description of the comment procedures required and the time and
place of any hearing that will be held, including a statement of procedures
to request a hearing uniess already scheduled, and other procedures by
which the public may parcticipate in the Bnal permit decision.

2. In addition to the general public notice described in § 9.19.D.1,, the public

notice of a hearing shall contain the following information:

-d.

Reference to the date of previous public notices relating to the permit;

St~ §9.19.
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b.  Date, time, and place cf the hearing; and

¢.  Abriefdescription of the nature and purpase of the hearing, including the
applicable rules and procedures.

§ §.20. Public Comments and Requests for Public Hearings.

During the public comment pericd provided, any interested person may submit written
g . commentsonthedraft permit and may request a public hearing if no hearing has already
méi

g4 been scheduled, A request for a public hearing shall be in writing and shall state the
a8 % nature of the issues proposed to be raised in the hearing. All comments shall be
e considered in making the final decisicn and shall be answered s provided in § 9.23.
§ 9.21. Public Hearings.

o

A, The Executive Director shall hold a public hearing whenever he or she receives
written notice of opposition to a draft permit and a request for 2 hearing during
the public comment period specified in § 9.19.B.1.

B. In addition to hearings required in § 9.21.A., the Executive Director may hold a

public hearing at hisdiscretion, whenever, {or instance, such a hearing might clarify
one or more issues involved in permit decision.

C. Whenever a public hearing is scheduled:
1. Public notice of the hearing shall be given as specified in § .19.B.; and

2. Shall be held in the locality convenient to the nearest population center to
the proposed facility.

§ 9.22. Obligation to Ralse Issues and Provide information During
the Publlc Commaent Perlod.

All persons, including applicants, who believe any condition of a draft permit is inap-
propriate or that the Executive Director’s tentative decision to deny an application,
terminate a permit, or prepare a draft permit is inappropriate, shall rzise all reasonably
ascertainable issues and submit zll reasconably available arguments and factual grounds
supporting their position, including all supporting matenal, by the close of the public
comment period. All supporting materials shall be included in full and not be incor-
porated by reference, unless they are zlready part of the administrative record in the
same preceeding, or consist of Commonwealth or federal statutes and regulations,
documents of generai applicability, or other generally available reference materials.
Commenters shail make supporting materizl not already included in the administrative
record available to the Commonwealth as directed by the Executive Director.

§ 9.23.Response to Comments.

A.  Anytimethatanyfinal permit decision is issued, the Executive Directer shall issue
a response to comments, when a final permit s issued, This response shail:

§9.23, ] ' S
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. Specify which“provisfon.s, if any, of the draft permit have been éhanged inthe
final permit decision, and the reasons for the change; and

2. Briefly describe and respond to all signi’ﬁcant comments on the draft permit

*

reised during the pubiic comment period, or during any hearing.

B. The response to comments shall be available to the public.

Drafi
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7.1. If the adminlstrator, upon inspectlion, lnvestlgation
or through other moans. obgerves, dliscovers or learn2 of a
viclation of tha provisicons of this rule cr any order lsgued
hargundezr, he ¢r she may:

7.1.1. 1Issue an order stating with reasonable specificity
tha natura of the violation and requlring compliance imeadiately
or within a speclfled tire. An order under this ssction
includes, but is not llimited to, any or all of tha follewing:

orders suspending, revekling or mcdifying licenses, orders requir-

ing a pezrscn to take ramedlal acticn or cease an desist ordezs;

7.1.2. Seek an Iinjunctlion in accordance with $20-5E-16(c)
of the W. Va. Code;

7.1.3. Institute & c¢ilvil actlon In acesrdance with $20-5-
lé6(gc) of the ¥. Va. Cgdae; or

7.1.4. Request the attorney dgeneral or the prosecuting
2ttornay of the county in which the alleged viclaticn occurzed %o
bring a «crlminal action in accordance with $20-%IE-1% of the

¥. Va. Code.

-1.2. Any persch lssued a cease and deslist crder may £file a
nekbice of rogueck for reconsideratlion with the administrator nct
more than seven (7) days fzom the lissuance of such order and
ghall havaea & haaring bbefore the administrator contestling the
tazzs and sondltione of such order within ten (10) days of the
£iling of sguch notice of a request for recznsideration. The
tiling of2 a notlca of request for reconsideration shzll not stay
or suspend the exacutlon cor enforcement of ssuch csase and desist
crdezr.

864-58-8. Civil panalties

8.1. Any parson who viclates any provision of this rule or
an order lssued pursuant to this zule shall be subject to a civil
adninistrativa penalty, to be levied by the adainistrateor, of not

' —Page—i—
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Ve LUNaLed GoLlIALS (¥7,5C0) for ®dch day of
such violation, not to exceed a maxioum of twenty-two thousand

£lve hundred dollars ($22,500).

8.2. In assessing any such penalty, the administrator shall
takea lnto account the seriousness of the violation and any good
fatth efforts to comply with applicable requirements as well as
any other approprlate factors, such as: (1) the degree of
substantial probablillity that death or serious physical hara will
result and, Lf applicable, did result from the violation; (2) the
severity of sexiocus physical harm mogst likely to result, and (f
applicable, that did result, from the violation; {3) the extent
te which the provisicns of this rule ware viclated; and (4) any
previcus violations comnitted by the alleged violator. No
zsgessment shall bte levied vpursuant to this subsection until
aftgr the allegad violator has Leen notifled by cn:tiﬂled mail oz
parsonal service,.

8.2.1, The notice shall include a reference %to thae sectlcon
of the statute, rule, regqulation, crder or statsment of permict
conditiong that was allagedly viclated, a concige statemsant of
the facts alleged to cunstltute the violaticn, a statamant ¢f the
aoount of the adzministrative penalty to be leposed and a gstate-
eent of the alleged viclazteor's right to an informal hearing.

8. 2 2. The alleged viclater shall have twventy (20) calendar
days frocm raceipt of the notice within which to delliver to the
administrator a written request for an informel heazring. If no
heazing ls requestad, the notice shall becoms a final order affter
the expiration of the twenty-day pericd. If a2 hearing is
requestad, the administzator shall infcrm the alleged viclater of
the time and place of the hearing. The administrator may appoint
an agseszzant officer %o conduct the informal hearing and then
make 2 written racom=andatlon to the adninlistzator cencerning the
asgessmant. of 2 civil adrinlstrative analty.

8.2.3. Within thirty (30) days following the informal hear-
ing, the azdminigtrator shall lsaue and furnlsh te the violater a
viitten declision, and the reascns therefore,. concerning thne
asseszgmant of a civil adalnlstrative penalty.

8.3. The authority to levy an administrzative penalty shall
be in addition to all other enforcemant proviclons cf Syste law
er thizs“"rale and the paymant of any assessment shall not be
decemad to affect the avallabllity of any other enforcemant provi-
cion in connection with the violation for which the zssessment is
lavied; Provided, That no combination of assessmants against a
viclater under this rule shall exceed twenty-five thousand
dollars ($25,000) vpear day of each such viclation: Provided,
howaver, That any violaticen £or which the violator has paid a
civil adainistrative peanalty assessed under thls sectiocn shall
net be the subject of a separate civil penalty action under 3tate
lawv to the aeaxtent of tha amount of the clvil adminlistrative

Fanalty paid.
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shall becoma due and payable until the procedures f£or reviev of .
such asgsesseant as set out heIein and in State lav have bean

coedletzad..

8$.%, Any person who violates any provision of this zule, cr
order issued pursuant to this rule shall be subject %o & civil
penalty not to exceed twanty-five thousznd dollars (3$25,000) for
ezch day of such viclatlen, which penalty shall be recoversd in a
civil action either in the circult "¢court wherein the viclation
cccuzrs or in the clrcult ccuzt of Kanawha County.

8.6, The adninistrator may seeXx an injunction, or may
institute a civil acticen agalinst any person in vioclatlon of any
provisiona of this rule, or crder issusd pursuant £o this rule.
In =eaking an injunction, Lt s net necessarcy focr the
administrator %o post bond nor ts allege or prove at any stage cf
the procaeding that - irreparable damage will cccur Lf the
injuncticn is not lsasued or that the remady at law is inadegquate.
An application fcr injunctive rellef or a civil penalty action
undez this sactlon nay ba filed and reliaf granted
netwithatanding tha fact that all admainistzatlve ramsdies
provided f£oxr in thiz zule¢ have not been exhausted or invoked
against the person or parsons agalnst whom such zellef ls sought,

284-58~-9, Savarzblility - 7Ths provisions of this rule are
daclared to be zaverabls. 1If any previsicn of this rule shall Pe
held invalld, the zemaining provisicns shall remain in effect.’
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_FEE SCHEDULE

Transporters = part vehicle = S

Infectious Waste Management Facilities

Nen-Commercial:

No on-site treatment/disposal = S

On-site tréatment/dispcﬁal = $
Cémmercial:

Ne on-site treztment/disposal = S

Cn-site treatment/disposal = §




