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FISCAL NQTE FOR PROPOSED RULES

FILE:
Rule Title: Infecticus Medical Waste 0P YAD nm L, o
o RIS
Type of Rule: _ X  Legislative ____ Interpretive "‘=:PJ*i":':z'v:':Te-l':lm.ilz’*_.‘}:.‘i._‘.l.1
T AR 1 1.
Agency Department of Health and Address Bullding 3, Capitol Complex
Human Resources | Charleston, W. Va. 25305
ANNUAL FISCAL YEAR
l. Effect of Propesed Rule |Increase Decrease Current Next Thereafter
Estimated Total Cest $ $ $165,550 |$165,550 [$165,550
Pergenal Servicas 83,100 91,100 191,100
Current Expense 71,350 73,4350 73,450
Repairs and Altarzations - - -
Equipment - - 11,100 1,000 —_—
Qthex -
Estimated Total Revenue 165,550 165,550 165,550

2. Explanation of above estimates.

Staff includes 1 program manager, 2 field staff and 1 secre-
tary/audit clerk. _Field staff are projected to be hired for 10
months during the £first fiscal year of operation. Current ex-
pense includes employee benefits, travel, rent, general office,
rental, computer software and miscellaneous other. Equipment
includes 2 computers, a printer, office furniture and protective
and other egquipment for field personnel.

3. Cbjectives of these rules:

The purpose of this new rule is teo regulate the generxation,
handling, storage, transportation, ¢treatment and disposal cf
infectious medical waste. It is mandated by W. Va. Code §820-5J-
6(a) and 20-5E-7(d).




4. Explanation of Overall Economic Impact of Proposed Rule.

A. Economic Impact on State Government.

Administration of the rule will be supported by the fees
generated. State facilities will nct be charged permit fees but
will be required to comply with the rule. Data is not available
to estimate costs of compliance at this time.

B. Economic Impact on Political Subdivisions; Specific In-
dustries; Specific Groups of Citizens.

Counties or municipalities suppeorting hespitals, nursing
homes or other health care facilities reguired to cemply with
this rule will be subject te permit fees and compliance costs.
Hospitals, nursing homes and other health care facilities will
have permit and compliance costs. The cost o¢f compliance will
vary depending con the state -of a facility's current infectious
medical waste program. (New incineraters which will be needed by
some hospitals, depending on yet-to-be-issued U.S. Environmental
Protection Agency guidelines may <cost from $500,000 to
$1,000,000. Strictly speaking, however, compliance with inciner-
ator guidelines will be dependent on rules of the federal govern-
ment and the State Air Peollution Contrel Commission.

C. Economic Impact on Citizens/Public at Large.

Costs to industry will undoubtedly be passed through to the
general public utllizing the providers and facilities impacted by
this new rule,

Date August 21, 1991

Signature of Agency Head or Authorized Representative

Dya WEL N
Taunija Willis Miller, Secretary
Department of Health and Human Resources
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LEGISLATIVE RULE TITLE: Infectious Medical wWaste

1. Authorizing statute(s) citation W. Va. Code $£820-5J-6(a)

and 20-5E-7{d)

2. a. Date filed in State Register with Notice of Hearing:

September 3, 1991

b. What other notice, including advertising, did you give of
the hearing?

Mailed notice and rule to hospital, nursing home associa-

tions, various health care professional associaticns,

interested state agencies, consumer and industry groups,

numerous individuals and newspapers reguesting copies.

¢. Date of hearing(s): October 3, 1991

d. Attach list of persons who appeared at hearing, comments
received, amendments, reasons for amendments.

Attached X ) Nc comments received

proposed Legislative Rule following public hearing: (be
exact)

March 20, 1882

f. Name and phone number of agency person to contact for
additional information: '

Kay Howard, 348-3223 - . L




If the statute under which yvou promulgated the submitted rules
requires certain findings and determinaticons to be made as a

condition precedent to their promulgation:

a.

Give the date upcen which you filed in the State Reglster a
notice of the time and place of a hearing for the taking of
evidence and a general description of the “issues to be

decided. — R

Not applicable

Date of hearing:

On what date did you file in the State Register the find-
ings and determinations reguired together with the reasons

therefcr?

Attach findings and determinations and reasons:

Attached B
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RULE ABSTRACT Fii_=h

Agency:  Department of Health and Human Resourggs,ai&w:vawni
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Rule Title: Infecticus Medical Waste -

CSR Title and Series: 64 CSR 58 Type: Legislative

Summary: This proposed new rule establishes standards regarding
the generation, storage, treatment, transport and disposal of
infectiocus medical waste. Permits are required for infectious
medical waste management facilities, which includes some facili-
ties which generate infectious medical waste. Permits are also
required for infectious medical waste transporters. Perscns
{primarily physicians)} who generate £ifty (30) pounds or less of
infectious medical waste per-meonth as a result of the provision
of health care services in their offices are not reguired to
obtain a permit but are required to have an infectious medical
waste management plan. :

The disposal (as defined in W. Va, Code 8§20-5J-3(2)) of
infectious (i.e., untreated) medical waste is prohibited., Infec-
tious medical waste which has been rendered non-infectious by
approved treatment methods is considered to be solid waste and
may be placed in a sanitary landfill. The rule dees not apply to
individual households.

The rule includes definitions, permit application and ap-
proval procedures for both ccmmercial and non-commercial infec-
ticus medical waste facilities, permit fees, and standards for
infectiocus medical waste management plans, packaging, storage and
centainment, methods of treatment, and record keeping. The rule
alse includes standards relating to transpoertation and manifests
and details a permit application and approval process for trans-
porters cof infecticus medical waste.

For further informaticn ceontact: Joseph A. Wyatt, Director,
Infectious Medical Waste Program, Office of Envircnmental Health,
Bureau of Public Health, Department of EHealth and Human Resocurc-
es, Building 3, Capitol Complex, Charleston, West Virginia,
25305, telephone 348-2981 cor Joseph P. Schock, Director, Qffice
of the Office of Environmental Health, Department of Health and
Human Resources, telephone (304) 348-2981, or the Regulatory
Development Unit, Bureau cf Administration and Finance, Depart-
ment of Health and Human Resources, telephone 348-3223.

8/28/91
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R

[SSaf nl v g Ei
L m

§64-56-1. General.
1.1. Preamble.

It is the intent of the department of health and human re-
sources to provide effective contrels fer the management of in-
fectious medical waste to ensure the protection of public health,
safety and welfare and the environment, consistent with legislative
policy stated as follows in W. Va. Code §2C-5J-2:

"The Legislature finds that the proper and environ-
mentally-sound disposal of medical waste and infectious
and ncninfectious medical waste is an important issue
facing all wWest Virginilans. )

The Legislature further finds that effective con-
trols for the management of medical waste are necessary
to ensure the protection of the puklic health, safety and
welfare, and the envircnment.

The Legislature further finds that regulation of the
generation, handling, storage, transportation, treatment
and disposal of medical waste iIs an important and
necessary function of state government.

The Legislature further finds that toxic pollutants
emitted by medical waste incinerators are an impertant
public .health hazard..

The Legislature further finds that <commercial
incineration of medical waste, and its transportation in
the infectious state, pose a potentially serious threat
to the health, safety and welfare of West Virginians.

The Legislature further finds that safe and cost-
effective alternatives to the incineration of infectious
and noninfectious medical waste should be encouraged.

The Legislature further finds that the public
interest is best served by:

{1) Efforts to reduce the volume of medical waste
generated at all levels; -

(2) On-site separation and treatment of infectious
medical waste; . .
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(3) Treatment and disposal of infectious medical
waste in local infectiocus medical waste management

facilities; and

(4) Treatment and disposal in approved regional
infectious waste manidgement facilities when administra-
tive proceedings result in a finding that on-site or
local treatment of infectiocus medical waste 1s not
feasikle.

The Legislature further finds that lccal responsi-
bility for the minimization in voclume, and for the
treatment and dispcsal of infecticus and noninfectious
medical waste is an important part of a sound and ra-
tional waste management program.

The Legislature further .finds that small quantity
generators of. infecticus medical waste should either
render such waste noninfectious on-site, or properly
label and package the waste for transportation to a local
infecticus waste mandgement fac;llty for proper'treatment

and disposal. : ; -

The Legislature further finds that generators of
medical waste should be informed and educated in its
management; that training should be provided to all
workers Llikely tc come in contact with medical waste,
including in-home health care wecrkers; and that relevant
information on the potential for infecticon and disease
related to medical waste should be made available to the
general public, including in-home health care patients.

The Legislature further finds that the necessity for
transporting infectious medical waste be minimized, and
that any infectious medical waste transported be safely
packaged and identified by source and content.

The Legislature further finds that public policy
favors a reduction in the volume of infectious and non-
infectious medical waste, the separation of infectious
medical waste from noninfectiocus medical waste, and that
efforts to reduce medical waste should be fostered and
strongly encouraged at all levels of generation.

The Legislature further finds that noninfectious
medical waste is solid waste. .

The Legislature further finds that noninfectious
medical waste should be.handled by environmentally sound
dispeosal technecleogies, and that alternative disposal
technologies promoting safe recycling and limiting the
need for incineration should be emphasmzed developed and
utilized. .-
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Therefore, it 1s the policy of the State of West
Virginia to prohibit commercial infectiocus medical waste
facilities;  to "regulatd and ¢ontrrol  the generation,
handling, storage, transportaticn, treatment and disposal
0of infectious and noninfectious medical waste; to reduce
the generation of infectious and nceninfecticus medical
waste; to encourage local respensibility for the minimi-
zaticn, management and disposal of infecticus and non-
infectious medical waste; and tco authorize the department
of health and human resources to promulgate ruies and
regulations necessary to carry out the purposes of this
article.” , :

1.2. Scope. : - R

This legislative rule establishes requirements regarding the
generation, handling, storage, transportation, treatment and
disposal of infectitus medical waste.

1.3. Authority.

W. Va. Code §820-5J-6(a) and 20-3E-7(d}. Related - W. Va,
Code §§20-5J-1 et seg. and 20-352-11, 12, 13, 14, 15, 16 and 17.

l1.4. Filing bate -
1.5. Effective Date -

$64-56-2. Applicability; Exemptions; Enforcement.
2.1. Applicability.

This rule applies to any person who generates, handles,
stores, transports, treats or dispcses of infectious medical waste
except as specified in Section 2.2 of this rule.

2.2, Exemptions.

2.2.1. Individual households in which infectious medical
waste is generated by a member of the household during self health
care or by the provision of. health care services within the
residence shall be exempt from the reguirements of this rule,
except that the householder shall place sharps in a container with
a high degree of puncture resistance prior te discarding them.

2.2.2. Ambulance or rescue services shall be exempt from the
requirements of this rule, except that all infectious medical waste
generated in an ambulance cr rescue vehicle shall be packaged as
required by Section 6.2 of this rule and delivered to a permitted
infectious medical waste management facility.

2.3. Enforcement.
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This rule is enforced by the secretary of the State department
of health and human resources. . -

$§64-56-3. Definitions.

3.1. Animal Carcasses, Body Parts, Bedding and Related Wastes
- Contaminated animal carcasses, body parts, and bedding of animals
that are known to have been exposed to infectious agents during
research, production of biologicals, testing of pharmaceuticals, or
for any cother reason.

3.2. Blood and Blood Products - Ligquid waste human blood and
blcod products in a free-flowing or unabsorbed state.

3.3. Commercial Infectious Medical Waste Facility - Any in-
fectious medical waste management facility at which thirty-five per
cent (35%) cor more by weight of the total infectious medical waste
stored, treated, or disposed of by said facility iIn any calendar
yvear is generated off-site. _

3.4. Cultures.and Stocks of Microorganisms and Biologicals -
Discarded cultures, stocks, specimens, vaccines and associated
items likely to have been contaminated by an infectious agent.
Discarded etiologic agents are infectious medical waste. Wastes
from the production of biologicals and antibiotics likely to have
been contaminated by an infectious agent are infectious medical
waste. - = e -

3.5. "Disposal =--The discharge, deposit, injection, dumping,
spilling, leaking or placing of any infectious medical waste into
or on any land or water so that such infectious medical waste, or
any constituent thereof, may be emitted inte the air, discharged
into any waters, lncludlng groundwater, or octherwise enter into the
environment. (See Section 5.7 of this rule.)

3.6. Generator - Any person, by site location, whese act or
process produces infectlious medical waste. :

3.7. Hospital - An institution which is primarily engaged in
providing to inpatients, by or under the supervision of physicians,
diagnostic and therapeutic services for medical dlagnosis,
treatment and care of injured, disabled or sick persons or services
for the rehabilitation of injured, disakled or sick persons. This
term also includes psychiatric and tuberculosis hespitals.

3.8. Infectious Agent - Any organism such as a virus or a

bacteria that is in such guantity that it is capable cf being

communicated by invasion of and multiplication in body tissues and

capable of causing disease or adverse health impacts in humans.
3.9. Infectious Medical Waste.

3.9.1. Infectious nmedical waste is medical waste which is

Page 4




64 CSR 56

capable of producing an infectious disease. Medical waste shall be
considered capable of producing an infectious disease if it has
been, or is likely to have been, contaminated by an organism likely
to be pathogenic to healthy humans, i1f such organism is not
routinely and freely available in the community, and such crganism
hag a significant probability of being present in sufficient
quantities and with sufficient virulence tc transmit disease.

3.9.2. _For the purposes of . this rule, infectious medical
waste includes the following materials:. .’ .

3.9.2.%1. Cultures and stock of micrecorganisms and biologi-

cals;
3.9.2.2. Blood and blood products;
3.9.2.3. Pathological wastes;

3.8.2.4. Sharps;

2.9.2.5. Animal carcasses, bcdy parts, bedding and related
wastes; - B

3.9.2.6., Isolation wastes;

3.9.2.7. Any residue or contaminated scil, water, or other
debris resulting from the cleanup of a spill ¢f any infectious
medical waste; and o - :

3.9.2.8. Waste contaminated by or mixed with infectious
medical waste. ' A - § : .

2.9.3. TFTor the purposes of thils rule, infecticus medical
waste does not include the following materials:

3.9.3.1. Human remains and body parts being used or examined
for medical pufposes which are under the control cf a licensed
physician or dentist and are not akbandoned materials;

3.9.3.2.. Human remains lawfully interred in a cemetery or in
preparation by a licensed mortician for interment or cremation;

3.9.3.3. Used personal hygiene products, such as diapers,
facial tissues and sanitary napkins;

3.9.3.4. Gauze and dressing material, containing small
amounts of blood or other body secretions with no free flowing or
unabsorbed ligquid;

3.9.3.5. Hair, nails, and extracted teeth;

3.9.3.6. Waste generated by veterinary hospitals, except for
waste meeting the criteria found in Sections 3.9.2.1, 3.9.2.4, or
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3.9.2.5 of this rule; and

3.9.3.7. Medical tubing and devices with a signed and dated
certification by the facility which states: "I hereby certify
under penalty of law that this waste has not been contaminated with
infectious medical waste, as defined in Infectious Medical Waste,

64 CSR 56.7

2.9.4. Infectious medical waste contaminated with radicactive
waste is considered to be radioactive waste and is subject to State
and federal law anhd regulation as radicactive waste.

3.9.5. .Infectious medical waste contaminated with hazardous
chemical waste is considered to be hazardocus chemical waste and is
subject to State and federal law and regulation as hazardous
chemical waste. o

3.10. Infectious Medical Waste Management Facility - An
infecticus medical waste facility which generates, handles, pro-
cesses, stores, treats or disposes of infectious medical waste,
including all land and structures, other appurtenances, and im-
provements thereon, used for infectious medical waste.

3.11. Isolation Wastes - Wastes generated from the care of a
patient who has or is suspected of having any disease listed as
Class IV in "Classification of Eticlogic Agents on the Basis of
Hazazd, " publlshed by the Unlted States Centers for Disease Con-

trol. _L 0z LT

3.12. Medical Waste - Infecticus and neninfectious solid
waste generated in the course of._the dlagn051s, treatment or
immunization of human beings or animals, or in research pertaining
thereto, or in the production or testing of biologicals. The term
"medical waste" does not Include low-level radicactive waste, any
hazardous waste identified or listed under Subtitle C, or any
househeld waste as defined in the resgulations promulgated pursuant

to Subtitle C. -

3.13. Manifest - The form used for identifying the guantity,
composition, and the origin, routing, and destination of infectlious
medical wasté during its transportation from the point of genera-
tion to the point of off-site treatment or disposal.

3.14., Non-commercial Infectious Medical Waste Facility - Any
infectious wedical waste facility at which less than thirty-five
per cent (35%) by weight of the total infectious medical waste
stored, treated or disposed of by saild facility in any calendar
year is generated cff-site. .. :

3.15. Noninfectious Medical Waste - Any medical waste not
capable of producing an infectiocus disease or infectious medical
waste which has been rendered noninfectious. Noninfectious medical
waste 1s considered solid waste for purposes of this rule.
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3.16. Off-Site - A facility or area for the collection,
storage, transfer, processing, treatment, oxr dispecsal of infectious
medical waste which is not on the generatecr's site, or a facility
or area that receives infecticus medical waste for storage or
treatment that has nct been generated on-site at that facility or
area. N ' o

3.17. On-Site - The same or gecgraphically contiguous prop-
erty which may be divided by a public or private right-of-way,
provided the entrance and exit between the properties is at a
cross-roads intersection, and access 1s by crossing, as cpposed to
going along, the right-of-way. Non-gontiguous properties owned by
the same person but cecnnected by a right-of-way centrolled by said
person and to which the public dees not have access, is also
considered on-site property. Hospitals with more than one (1)
facility located in the same county shall be conSLdered cne (1)

site. -l LR B . -

3.18. Pathological Waste - Human pathological wastes, in-
cluding tissues, organs, body parts, and containers of body fluids,
exclusive of those fixed in fcrmaldehyde or another fixative.

3.19. Person - Ind1v1dual partneréhip, corpeoration or other
legal entity. - - Rl . -

3.20. Secretary - The secretary of the department of health
and human resources or his or her designee.’

3.21. Sharps - Discarded articles that may cause punctures or
cuts and that have been used In animal or human patient care or
treatment, or in pharmacies or medical, research or industrial
laboratcories, including, but not limited to, hypodernmic needles,
syringes with attached needles, scalpel blades, lancets and broken
glassware. - T

3.22. Small Quantity Generator - Any generator of infectious
medical waste who generates fifty (50) pounds or less during a one
(1) month period. e - :

3.23. Storage - The containment of infectious medical waste
on a temporary basis. Storage shall not constitute disposal of the
waste. The containment of infectious medical waste during off-site
transport is considered to be a form of storage.

3.24. Subtitle C - Subtitle C of the ifederal Rescurce Cocon--
servation and Recovery Act of 1976, 90 Stat. 2806, as amended.

3.25. Transport - The movement cif infectiocus medical waste
from one location to another, except for on-site movement of
infectious medical waste.

2.26. Transporter - A perscn engaged in the off-site trans-
portation of infectiocus medicdl. waste.
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3.27. Transport Vehicle - A motor vehicle, aircraft, boat,
barge or rail car used for the transportation of cargc by any mode.
Each cargo-carrying body shall be considered a separate transport
vehicle. - — . _

3.28. Treatment - Any method, technigue or process, including
neutralization, designed 'to change the physical, chemical or
biclogical character or compesiticn of any infectious medical waste
so as to render such waste noninfectious.

§64-56-4. General Permit Application and Approval Procedures.

4.1. On or after the first day of October, one thousand nine
hundred ninety-one, no person may own, construct, modify or operate
an infectious medical waste management facility, nor shall any
person store, transport, treat or dispose of any infectious medical
waste without first obtaining a permit from the secretary, unless
exempted by Sections 2.1, 2.2 or 4.15 of this rule: Provided,
however, That submission of an application for a permit under this
rule within forty-five {45) days after the effective date of this
rule shall be a rebuttable presumption of compliiance with this rule
until such time as the secretary grants or denies the permit.

4.2, ©No person shall begin physical construction cf a new
infecticus medical waste management faClllty WLthout having re-
ceived a permit.

4.,3. The owner of an infectious medical waste management
faciiity shall be responSLble for 1nsur1ng that the facxllty has a
permit. = _

4.4, An application for a permit shall be submitted to the
secretary in duplicate on forms prescrlbed by the secretary and
shall include the following:

4.4.1., The name, mailing address, and location of the fa-
cility for which the application is submitted;

4.4.2. The name, address and telephone number of the owners
ci the facility; . ) _

4.4,3, The name, address, and telephone number of the manager
of the facility, if different from the owner; and

4,4.4. A proposed infectious medical waste management plan as
reqguired by Section 3 of this rule.

4.5, For new infectious medical waste management facilities,
the application shall be ac¢companied by two (2) copies of a
topecgraphic map showing the facility and the area one thousand
(1,000) feet arcund the fa0111ty s;te, whlch clearly shows the
following:
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4.5.1. . The map scale and date;

4.5.2. Land uses .(e.g., residential, commercial, agricul-
tural, recreaticnal); o - ) )

4.5.3. .The orientaticn cf the map (north arrow);
4.5.4. The legal boundaries of the facility site;
4.5.5. Access control (fences, gates); and

4,5.6. Buildings to ke used for treatment, storage, and
disposal coperations and other structures (e.g. recreation areas,
run-off control systems, access and iInternal roads, storm, sani-
tary, and process. sewerage systems, loading and unloading areas,
fire conttol facilities).

4,6, Infectiocus medical waste management facilities in
operation at the time this rule becomes effective shall submit an
appllcatlon for a permit which shall contain the information
required in Secticn 4.4 of this rule and. an infectious medical
waste management plan as required by Section 5 of this rule. An
application from an existing facility which is complete except for
the infectious medical waste management plan may be used by the
secretary to grant an interim permit for a pericd no longer than
one hundred twenty (120) days for the facility to develop and
submit its infectious medical waste management plan for review and
approval. A decision to grant an interim permit shall be based on
the size and complexity of the plan required.

4.7. The secretary shall not begin the evaluation of a permit
before receiving a complete application, including any supplemental
information requested under Secticon 4.5 of this rule. The com-
pleteness of a permit application shall be judged independently of
the status of any other permlt appllcatlon or permit for the same
facility or activity.

4.8, The secretary shall not issue a permit before receiving
a complete application.

4,9, The secretary shall have the authority to request
supplemental information needed to demonstrate that the facility
will be operated in compliance with this rule.

4,10, Permits shall be renewed annually prior to expiration.
An application fcr permit renewal shall be submitted forty-five
(45) days prior to the expiraticn date c¢f the previous permit.

4.11. An application for an original or renewal permit shall
be accompanied by a non-refundable application fée according to the
schedule shown in Table_64-56A found at the end of this rule.

4.12. A permit shall be issued if the facility is, or in the
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case of a projected. facility, is planned to be, in compliance with
the applicable prov1510ns of this rule and has submitted the

application fee.

4.13. The secretary may refusSe to grant or renew a permit if
an applicant or permittee has attempted to obtain a permit by means
of fraud, deceit or material misrepresentation.

4,14, A permittee shall submit an application for approval of
a major change in the permittee’'s infecticus medical waste manage-
ment plan before  implementing the c¢hange. Minor changes in the
infectious medical waste plan nmay be made. without notifying the
secretary and shall be included in the next application for permit
renewal. .All major changes shall be approved prior to implementa-
tion: Provided, however, That nc pricr approval is necessary in
the case of a hospital in any Instance in which, in the sole
discretion and judgement of the hospital, an immediate change in
any part of the infectious medical waste plan 1is required to
protect the safety and care of patients, employees or the public.
In such an event, the hospital will notify the secretary within
fifteen (15) days of any changes to its pian. An application for

approval of any change in the plan which is beyond the control of

the permittee shall be submitted within fifteen {15) days of its
occurrence. o , —

4.15. Small gquantity generaters whe generate infectious
medical waste in the provision of health care services in their own
office are Tnot reguired to cbtain a permit. Small guantity
generators shall keep their infectious medical waste management

plan on file. and shall make a copy avallable to the secretary on

request. R - B -

§64-56~5, Infectious Medical Waste Management Plan.

5.1. All infectious medical waste management facilities shall
develop an infectious medical waste management plan. Existing
facilities which are small guantity generators shall develop a plan
within ninety (90) days of the effective date of this rule.

5.2. The infectiocus medical waste management plan shall set
forth policies and procedures for managing infecticus medical waste
which are consistent with thls rule and shall . include, at a

minimum, the following:

5.2.1. A projecticn cf the weight of the infectious medical
waste which will be generated monthly;

5.2.2. A description of infectious and noninfectious medical
waste handling, storage, separation and volume-reducticn proce-
dures; :

5.2.3. The methods which will be used tc treat the infectious
medical waste;
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5.2.4. Transportatlion method;
5.2.5. Manifest systems and labeling;

5.2.6. Disposal methods consistent with Section 10.4 of this
rule; - : Co : - : : -

5.2.7. The name, address, telephone number, and public
service commission or other permit or license number of any in-
fectious medical waste. transporter, if applicable;

5.2.8. Training procedures, including an outline of training
programs, and procedures for the certificaticn of personnel in-
volved in the treatment of infectious medical waste;

5.2.9. The name, address, and telephcone number of the person
responsible for . infectious medical . waste management at the
generator or the facility, and the name, address and telephone
number of an alternate person tc contact in the event the manager
is not available;

5.2.10. ©PEolicies requiring that no infectious medical waste
will be knowingly transported or knowingly received by the gener-
ator or facility without being packaged and labeled in accordance
with this rule;

5.2.11. Contingency plans for effective action to minimize
damage from any interruption in treatment, storage or disposal of
infectious medical waste;

5.2.12. A description of the procedures used to:

5.2.12.1. Prevent hazards in lcading and unlocading opera-
tions;

5.2.12.2. Prevent run-off from infectious medical waste
handling areas %to other areas of the facility or environment;

5.2.12.3. Prevent contamination of water supplies;

5.2.12.4. Mitigate effects of equipment failure and power
outages; and 7 - - -

5.2.12.5. Prevent exposure cf personnel to infectious medical
waste; : -

5.2.13. Procedures for continuity of operaticns during a
change of ownership; '

5.2.14., Any other information pertinent tec the evaluation of
compliance with this rule.

5.3. 1Infectious medical waste management facilities which are
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willing to accept infectious medical waste generated off-site for
treatment shall alsc include the fcllowing in thelr infectious
medical waste management pian:

5.3.1. Procedures for receiving off-site infectious medical
waste which are consistent with this rule;

5.3.2. A statement as to whether the facility plans to
receive from off-site more than thirty-five (35) percent by weight
of the total,amount of 1nfectlous medlcal waste treated at the
facility; -

5.3.3. A statement that the facility will not knowingly
accept any infectious medical waste which is not properly packaged
and labeled in accordance with Section 6 of this rule;

5.3.4. Procedures for keeping records in accordance with
Section 13 of this rule;

5.3.5. Procedurés for returning manifests toc the generator
after treatment cf the infectious medical waste;

5.3.6. -Procedures for reportlng to the secretary as required
by this rule; and

5.3.7. Procedures to be followed Ifor closure of the facility
including, but not limited to, notificaticn of all facilities using
the treatment service thirty (30) days prior to closure.

5.4. The secretary may grant a periocd o¢f no more than one (1)
year from the date of issuance of final applicable United States
Environmental Protection Agency rules relating to medical waste
incineration standards for an infectious medical waste management
facility which has been granted a waiver under Section 10.2.7 of
this rule tc developr a proposal to modify or upgrade its treatment
process to comply with this rule. The plan for modificaticn or
upgrading shall be considered to be part of the facility's
infectious medical waste management plan.

5.5. The infectious medical waste management plan shall
comply with this rule.

5.6. Infectious medical_ waste management facilities shall
operate in compliance with their infectious medical waste manage-
ment plan as approved by the secretary.

5.7. Disposal of untreated infectiocus medical waste in this
State is prohibited. _

§64-56-6. Packaging and Labeling.

6.1. General.
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6.1.1. The generator of infectious medical waste shall be
responsible -for ensuring that the packaging and labeling of in-
fectious medical waste is .in compliance with this rule and any
other applicable state or federal laws or regulations.

£.1.2. Contractors or other agents may provide services to
the generator, including packaging and lakeling of infectious
medical waste: Provided,; however, That no contract or other

relationship shall relieve the generator of the responsibility for
packaging and labellng the infectious medical waste as reguired by
this rule. Nothing in this section shall be construed to prevent
or limit any cause of action by a generator against any other party
for any reasocns for which the law gives a remedy.

6.1.3. No person shall knowingly accept for transportation,
storage, treatment or disposal any infectious medical waste that is
not packaged and labeled in accordance with this rule. Contractors
or other agents may package or repackage infectious medical waste
to comply with this rule, if the packaging or repackaging is
performed prior to transportation off-site or .storage on-site.
Proper repackaging of infectious medical waste that has spilled
during transportation is reguired. prior to further transportation.

6.2. Packaging.

6.2.1. All infectious medical waste shall be packaged as
required by this rule prior to storage, treatment, or transport.

6.2.2. .Infectious medical waste shall be contained and sealed
on-site in leak-proof plastic_bags capable of passing the American
Society for Testing and Materials drop weight test (ASTM-D-959-80)
using one hundred twenty-five (125} pounds, or in three (3) mil
plastic bags or containers with equlvalent containment properties.
Free l;qulds shall . be contained in break-resistant, tightly
stoppered containers. _-Heavier materials shall be supported in
double-walled corrugated fiberbcard boxes ~or equivalent rigid
centainers, - - — . e m s

6.2.3. Sharps shall be collected at the point ¢of generation
in rigid, leak-proof _ and puncture-resistant c¢ontainers clearly
marked as infectious medical waste. Containers shall be compatible
with selected treatment processes tc preclude contact with waste
materials, and sealed before handllng Sharps containers shall. not

be completely filled. o

6.2.3.1. If the sharps are to be stored or treated off-site,
the containers shall be placed inside a plastic bag as specified in
Section 6.2.2 of this rule. Prior to storage, the plastic bags
shall be bound at the gathered open end with tape or another
clesing device that prevents leakage of liguids.

6§.2.3.2. Sharps which are rendered ncninfectious and en-
capsulated in a solid state on-site may be discarded as solid
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waste. The encapsulated container shall be labeled in accordance
with Section 6.3.2 o this rule,. - )

6.2.4. All bags containing infectious medical waste shall be
red in coler except that infecticus medical waste that is to be
steam treated shall be contained in orange bags and marked with
autoclave tape or. other heat-activated ink which will indicate
whether or nct the appropriate temperature, as required by this
rule, has been reached. Both red _and crange bags shall be
imprinted with the international biochazard. symbcl and the wozrds
"infectious medical waste" or "blomedical waste" or "biochazard" if
treatment is to occur off-site. Waste contained in red kags_ shall
be considered infectious medical waste and managed as infectious
medical waste. Waste contained in orange bags shall be managed as
infecticus medical waste prior to steam treatment and as solid
waste after steam treatment, but shall not ke removed from the

orange bags.

6.2.5. In additicn to cther packaging, all infecticus medical
waste which is to be transported off-site shall alsc be packaged in
double-wall corrugated -~ fiberboard boxes or equivalent rigid
containers. The boxes or containers shall be leak-resistant or
lined with a tear-resistant leak-proof plastic bag.

6§.2.6. Reusable containers shall be leak-proof and vermin-
proof, shall have tight-fitting covers, and shall be kept clean and
in good repair. Reusable containers shall be thoroughly washed and
disinfected if they are contaminated by or come in contact with
improperly contained medical waste items, unless the surfaces of
the containers have been protected from contamination by disposable
liners, bags or other devices. Such disposable liners, bags or
cther devices shall be removed and handlied as infectious medical
waste. Red or orange bags may not be enclosed in a bags of
different colors. . ,

6.2.7. Disinfection of the container shall be accomplished by
cne of the feolilowing methods:

6.2.7.1. Immersion in hot water at a temperature of at least
one hundred and eighty degrees Fahrenhelt (180° F) for a mlnimum of
thirty (30) seconds; -

6.2.7.2. Exposure to a chemical sanitizer by immersion in one
of the following for a minimum of thirty (30) seconds: hypochlorite
solution of ‘one hundred parts per million (100 ppm) available
chiorine; iodoform solution of twenty-five parts per million (25
ppm) available iodine; or gquaternary ammonium solution of two
hundred parts. per million (200 ppm} active agent; cor

6.2.7.3. Swabbing or rinsing the container with a chemical
sanitizer double the strength specified in Secticn 6.2.7.2 of this
rule or a chemical with egquivalent sanitizing capabkilities.
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6£.2.8. Employers shall make reascnable efforts to direct
employees backaging infectious medical waste to use personnel pro- -
tection eguipment and shall provide training in its use.

£.3. Labeling Reguirements,

6.3.1. Infecticus medical waste to be transported off=site
shall be labeled prior to being stored on-site or transported off-
site. The label shall be securely attached to the outer layer of
packaging and shall be clearly legible. The label may be a tag
securely affixed t& the package. Indelible ink shall be used to
complete the information on the label, and the label shall be at
least three (3) inches by five (5) inches in size. The following
information shall be included on the label:

§.3.1.1. The name, address and business telephone number of
the generator; -

6.3.1.2. The words "infectious medical waste'" or "bio-medical
waste" or "bio-hazard";

6.3.1.3., The name, addrsss and business telephone number of
all transporters, treatment facilities, or other persons to whose
control the infectious medical waste is being transferred and the
permit numbers of transporters, 1f applicable; and

5.3.1.4. The date on which the infectious medical. waste was
packaged. - T )

§.3.2. Recocgnizable treated noninfectious medical waste shall
be labeled. prior to being transported off-site. Treated medical
waste that will pass through a screen with a one-half inch (i%)
grid shall be considered_ not reccgnizable. The label shall be
sized and attached in the manner required by Section 6.3.1 of this
rule for inféttious medical waste. The following information shall
be included on the label:

6.3.2.1. The name, address and business telephone number of
the generator; - -

6£.3.2.2. The name, address, and business telephone number of
the facility at which the waste was rendered noninfectious;

6.3.2.3. The weight of the treated noninfectious medical
waste and the method of treatment;

6§.3.2.4. A signed and dated certification by the facility at
which the waste was rendered noninfectious which states: "I hereby
certify under penalty of law that this waste has been rendered
noninfectious in accordance with procedures required by Infectious
Medical Waste, 64 CSR 5&."

§64-56-7. Management of Spills of Infectious Medical Waste.
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7.1. All infectious medical waste management facilities shall
keep & spill containment and cleanup kit within the vicinity of any
area where infectious medical waste is managed on a bulk storage
basis. The .location o¢f the KkKit shall provide for rapid and
efficient cleanup of spills anywhere within the area. All vehicles
transporting infecticus medical waste shall carry & spill contain-
ment and cleanup kit in the vehlcle whenever 1nfectlous medical
waste i1s conveyved. -

7.1.1. For facilities, the kit shall cocntain an amount of
absorbent material sufficient to have a rated capacity of one (1)
gallon of liquid for every cublc foot ¢f infectious medical waste
that is nermally managed in the area for which the kit is provided
or ten (10) gallons, whichever is less.. For vehicles transporting
infectious medical waste, the amocunt o¢f absorbent material
contained in the kit shall be sufficient to have a rated capacity
to absorb ten (10) gallons of liguid for every cubic foot of
infectious medical waste that is transported. o

7.1.2. The kit shall contain one {1) gallon of hospital grade
disinfectant in a spraver capable of dispersing its charge in a
mist or in a stream at a distance. The disinfectant shall be
hospital-grade and effective dgainst myco bacteria.

7.1.3. “The kit shall contain encugh red plastic bags to
enclose one hundred and fifty percent (150%) cf the maximum guan-
tity stored or transported. . The bags shall meet the American
Society for Testing and Materials drop weight test (ASTM-D-958-80)
using one hundred twenty-five (123) pounds or shall be three (3)
mils thick or the eguivalent and shall be accompanied by sealing
tape or devices and labkels or tags. These bags shall be large
enough to enclose any box or other container normally used for
infectiocus médical waste management by that facility or carried by
a transport wvehicle.

7.1.4. The kit shall contain two (2) new sets of overalls,
gloves, _boots, caps, and devices to protect the eyes and respirato-
ry tract, and tape for sealing wrists and ankles. .The overalls,
boots and caps shall be oversized or fitted to the infectious
medical waste workers or .transporters, and shall be made of mate-
rials impermeable to ligquids. Boots may be c¢f thick rubber and
gloves shall ke of heavy neoprene or equivalent material. Boots,
gleves arnd breathlng dev1ces ‘may be reused if disinfected between
uses. . . ; _ _

7.1.5. The kit shall contain an adegquate first aid kit and
one hundred (100) vards of boundary marking tape.

7.2. Immediately following "a spill of infectious medical
waste or. its discovery, all individuals present shall leave the
area until any aerosol _settles. I _

7.3. The cleanup crew shall implement the following proce-
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dures for cleaning up a2 spill:

7.3.1. Put on cleanup outfits as described in Section 7.1.4
of this rule and secure the spill area from entry by unauthorized
persons; -

7.3.2. Spray all broken contalners _of infectious medical
waste with disinfectant;

7.3.3. Place .brcken containers and spiliiage in the packing
bags in the kit;

7.3.4. Disinfect and take other steps necessary to clean up
the area; s R -

7.3.5. Clean and disinfect non-disposable items and clothing;

7.3.6. Remove cleanup cutfits and place disposable items in
a cleanup bag; and

7.3.7. Take prcmpt steps to initiate procedures for the
replenishment ¢f the containment and cleanup Kit.

7.4. When a spill involves a single ccntainer of infectious
medical waste with a weight of_ less than fifty (50) lbs. and a
volume of spilled ligquid of less than one (1) guart, the individual
responsible for the cleanup may elect to use dress and procedures
other than those reguired by Secticn 7.1.4 of this rule. Any
proposed alternate procedures for small guantity spills shall be
specified in the infectious medical waste management plan and shall
provide protection to the health of workers and the public
eguivalent to that prov;ded by the procedures specified in Secticn
7.2 ¢f this rule. : : _ _

§64-56-8. Storage of Infectious Medical Waste.

8.1. This section is applicable to the stcrage of infectious
medical waste at any time after packaging for transport, including
time spent during transpcrtaticn and at all treatment and disposal
sites or facilities. ; I _

8.2. Infectious medical waste other than sharps shall not be
stored for more than thirty (30) days, even if refrigerated.

8.3. Infectious medical waste shall be stored in a specifi-
cally designated area located at or near the treatment site, or at
the pickup point if it is to be transported off-site for treatment.

8.4. The manner of storage shall maintain the integrity of
the containers; prevent the leakage of waste from the container;
provide protecticn from water, rain and wind, and maintain the
waste in a non-putrescent state.
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8.5. All storage areas shall be constructed of materials
which are durable, easily cleanable, impermeable tc liguids, and
vermin-proof. - N

8.6. Carpets and flcor coverings with &pen seams in which
water may be entrapped shall not be used in storage areas. All
floor drains shall discharge directly to a sanitary sewage disposal
system which is in compliance with Sewage System Rules, 64 CSR 9 or
other containment system which prevents any spilled materials from
reaching the environment.

8.7. All storage areas shall be kept clean and in good
repair. o T — R L '

8.8. All storage areas shall have access control that limits
access to those persons specifically designated te manage infec-
tious medical waste. The areas shall be posted prominently with
the international bichazard symbol and with warning signs located
adjacent to the exterior of entry doors, gates or lids which
indicate the use of the area for storage of infectious medical
waste and that entry to unauthorized persons is denled.

8.9, Infectious medical waste shall nct be placed in chutes
at any time.

8.10. Compacticn of infectious medical waste or subjecting
infectious medical waste to viclent mechanical action is prohibited
unless as a part of a specific treatment process approved by the
secretary.

§64-56-9. Transportation.

9.1. This section applies to all transportation of infectious
medical waste over roads or highways within West Virginia,
regardless of point of origin or. intended disposal, except as
specified in Secticns 9.2 and 9.3 of this rule.

$.2. A small guantity generator may transport his or her
infectious medical waste to a permitted infectiocus medical waste
management facility, or may arrange for transport by his or her
employee as follows: ' S B :

9.2.1. An employee who transports the infectious medical
waste shall be trained in the proper handling of infectious medical
waste as required by this rule; and _ :

9.2.2. The infectiocus medical waste shall be delivered within
forty-five (45) days of its generation, or

9.2.3. Via the U.S. postal service, if the requirements set
by that agency are met. '

9.3. A generator that transfers infecticus medical waste on-
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site shall be exempt from Sectioné 9.9, 9.10, 9.11 and 9.12 of this
rule: Provided, That:

§.3.1. O©On-site transfer. of infecticus medical waste 1is
covered in the infectious medical waste management plan; and

9.3.2. _No off-site infectious medical waste is knowingly and
routinely accepted for con-site transfer.

9.4. ©No person shall knowlngly receive for transportation any
infectious medical waste that is not packaged and labeled in accor-
dance with Section 6 of this rule. _

9.5. A transporter shall deliver infectious medical waste in
West Virginia only to a permitted infectiocus medical waste
management facility. Transporters of infectious medical waste out
of state shall transport it to a facility permitted by the
receiving jurisdictiocn.,

9.6. All vehicles transporting inféctious medical waste shall
be prominently identified while transporting the infectious medical
waste with the following, except for vehicles used as specified in
Sections 9.2 and 9.3 cof this rule: .

9.6.1. The international biohazard symbol;

9.6.2. The words "infectious medical waste", or "biomedical
waste", or "biochazard';

9.6.3. The number of the transporter's perm;t issued by the
secretary; and .o o

9.6.4. If applicable, a placard in accordance with United
States Department of Transportation reguirements. Removable signs
are acceptable. : : o

9,7. Vehicles that transpcert infecticus medical.waste:

9.7.1. Shall include a cargo-carrying portion that shall be
closed and secured except when lcading or unloading infectious
medical waste toc prevent unauthorized access and exposure to wind
and precipitaticn;

8.7.2. Shall be de31gned and constructed s0 as to contaln any

spillage; - e = =

9.7.3. _Shall be cleaned and disinfected following leakage or
spills as provided in Section 6.2.7.3 of this rule;

$.7.4. sShall be cleaned and disinfected prior to using the
convevance for any other purpose as prov;ded in Sectlon 6.2.7.3 of
this rule; and S _
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9.7.5. Shall not be used %o transport food, foodstuffs, food
additives, food containers or any substances to be ingested by
people or animals or applied to food or feed 51multaneously with
the transport of infectious medical waste.

9.7.6. Separate, removable cargo-carrying containers are
acceptable and if used, Sections 9.7.1 through 9.7.5 of this rule
shall apply to the containers in lieu of the entire vehicle.

9.8. All vehicles transporting infectious medical waste shall
carry a spill containment and cleanup kit as required by Section 7
of this rule in the vehicle whenever infectious medical waste is
conveved. Spills of infectious medical waste during transportation
shall be managed as required by Sections 7.2 and 7.3 of this rule.
Any spill of fifty (50) pounds or more shall be reported as soon as
possible to the employer and the secretary. Direct physical
contact of the transport vehicle or equipment with infectious
medical waste shall be considered and managed as a spill.

9.9. ©No person shall transport infectious medical waste in
West Virginia for another whe does not possess a permit issued by
the secretary, and, if applicable, wvalid authority issued by the
public service commission. " Permits issued by the secretary shall
not be transferable or assignable and shall automatically become
invalid upon & change of cwnership or upon suspen51on or revoca-
tion.

9.10. An application for a permit to transport infectious
medical waste 3hall be made in writing te the secretary on a form
prescribed by the secretarxy. The applicaticon form shall be signed
by the applicant or his or her authorized representative. The
application shall contain at a minimum the fellowing:

9.10.%. The applicant's name;

9.10.2. The business address and telephone number of the
applicant, including both headguarters and local cifice;

9.10.3. The make, model and license number of each vehicle to
be used to transport infectious medical waste within West Virginia;

9.10.4.  The counties and cxtles in West Vlrglnla in which the
transporter will operate;

9.10.5. The name of any person or firm other than reported in
Section 9.10.1 of this rule that is associated with the applicant
or any other name under which that person or firm dces business;

9.10.6. The name of any cother person or firm using any of the
same vehicles "and operators;

9.10.7. The name and telephone number of a person who may be
contacted in the event of an accident or spill;
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9.10.8. Verification that the applicant has established a
program of and is providing training for employees involved in the
transportation of infectious medical waste as required by this
rule; and - T - :

9.10.9. Designaticn of the treatment facilities to be used.

9.11. The application shall be accompanied by a fee per
transport vehicle according to the fee schedule shown in Table 64-
56A found at the end of this rule.. An application for renewal
shall be submitted with the fee forty-five (45) days pricr to the
expiration date of an existing permit.

9.12., Once the applicaticn has been approved by the secre-
tary, and upon verification that the applicant has been duly
authorized by the public service: commissicn, if applicable, a
permit shall be issued to the applicant. =~ All transport vehicles
shall display the decal provided by the pubklic service commission
as required by the commission. :

9.13. Upon reguest, the transporter shall provide the se-
cretary with information needed for the investigation of the
handling of particular infectious medical waste including, but not
limited to, the names, addresses and telephone numbers cof trans-

porters from or to whom the transporter has received or transferred

infectious medical waste and infecticus medical waste management
facilities and generators with which the transporter has a contract
or agreement for services.

9.14. All infectious medical waste transport vehicles shall
be subject to inspection by the secretary without prior notice to
evaluate compliance with this rule.

§64-56-10. Methods of Treatment.

10.1. General.

10.1.1. All infectious medical waste shall be treated by one
of the following methods: . o - _

10.1.1.1. Incineration as described in Section 10.2 of this
rule; : )

10.1.1.2. Steam treatment as described in Section 10.3 of
this rule;

10.1.1.3. Discharge to a sanitary sewer as described in
Section 10.4 cf this rule; or -

10.1.1.4. Any other alternative method approved in writing
and permitted by the secretary according to the provisions of
Section 10.3 of this rule.
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10.1.2. The residue or ash remaining after the treatment of
infectious medical waste in accordance with this rule becomes
noninfectious medical w&ste and may be disposed c¢f as solid waste.

10.2. Incineration.

1¢6.2.1. All owners and &perators of infectious medical waste
incinerators are required.to comply with applicable State laws and
with rules of the West Virginia Alr Pollution Contreol Commission.

10.2.2.1. Wwhenever .infecticus medical waste is introduced
into an incinerator, all the waste shall be subjected te a burn
temperature of not less than one thousand four hundred degrees
Fahrenheit (1400° F) for a periocd not 1less than one (1) hour.

Gases generated by the combustion shall be subjected to a temper- .-

ature of not less than one thousand eight hundred degrees Fahren-
heit (1800° F) for a period of one (1) secend or more; or

10.2.2.2. _Whenever infectious medical waste is present in the
incinerator combustion chamber, carbkon monoxide emissions shall be
less than one hundred (100) ppm on a sixty (60) minute rolling
average corrected for stack oxygen concentratlon accordlng to the
fellowing formula:
CC. = CCpy x _14 , where:
21-Y

CO~ is the corrected carbon menexide cencentration; COp is the
measured carbon monoxide concentraticn ¢f the lnCLnerator exhaust
gas prior to.release _to the air; and Y is the measured oxygen
concentration (by basis) of the incinerator exhaust gas prior to
release to the air. , ,

10.2.3. An incinerator used for treatment of infectious
medical waste shall have Iinterlccks or other process control
devices to prevent feeding c¢f the incinerator until the conditions
specified in Section 10.2.2 of this rule can be achieved. 1In the
event low temperatures occur, facilities shall have automatic
auxiliary burners which are capable, excluding the heat ccntent of
the waste, o¢f independently maintaining the secondary chamber
temperature at the minimum of one thousand eight hundred degrees
Fahrenheit (1800° F).

10.2.4. There shall be continuous monitoring and recording of
prlmary and secondary chamber temperatures or carbon monoxide
emissions shall be continuously menitored downstream of the final
combustion chamber but priocr ft¢ relesase toc the air. Monitoring
data shall be maintained for a period of three (3) yvears.

10.2.5. All combustible waste shall ke converted by the in-
cineration process into ash that is not recognizably in its pre-
incineration form. Incinerator ash shall.be tested at least quar-
terly, using a commingled random sample, for total organic carbon
content, and annually for lead, mercury, cadmium, and other heavy
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metals. _2A maximum of five percent (5%) fixed carbon shall be
permitted (minimum ninety-five percent (9%5%) burnout).

10.2.6. Two (2) years follecwing the effective date of this
rule, all individuals who operate infectious medical waste incin-
erators shall be registered with the secretary. The secretary

shall issue a registration number to individuals who complete a
course of study approved by the secretary; obtain a passing score
on & written examination; and pay the fee shown in Table 64-36A
found at the end of this rule.

10.2.7. Facilities with incinerators in operation at the time
this rule beccmes effective may apply tc the secretary for a waiver
to Sections 10.2.2 through 10.2.4 of this rule. The waiver, if
granted, shall be in effect for a maximum of two (2) years after
issuance of applicable final Envircnmental Protecticn Agency rules
relating to medical waste incineration and shall be contingent upon
submission of plans to upgrade the facility so as to be in full
compliance with Sections 10.2.2 through 10.2.4 of this rule. The
plans shall be submitted as part: of the infectious medical waste
facility management plan required in Section 5 of this rule and
shall be subject to approval by the secretary.

10.3. Steam Treatment.

10.3.1. A steam treatment prccess for infectious medical
waste shall at all times maintain:

10.3.1.1. A temperature of not less .than two hundred and
fifty ‘degrees Fahrenheit (253C¢° F) for ninety (90) minutes at
fifteen (15) pounds per square inch of gauge pressure; Oor

1¢6.3.1.2. A <femperature of two hundred and seventy-two
degrees Fahrenheit (272° F) for forty-five (45) minutes at twenty—
seven (27) pounds per sguare inch; or

10.3.1.3. A temperature of two hundred and fifty degrees
Fahrenheit (250° F) for twenty-eight (28) minutes at eighty (80)
pounds per sqguare inch; or , ) -

10.3.1.4. A temperature of twoe hundred and seventy degrees
Fahrenheit (270° F) for sixteen (16) minutes at eighty (8C)} pounds
per sqguare inch; or - ) 7

10.3.1.5. A temperature cf itwo hundred and seveniy degrees
Fahrenheit (270° F) for .thirty (30) minutes at thirty-two (32)
pounds per square inch; or

10.3.1.6. Other combinations of operational temperatures,
pressure and time approved by the secretary. Other combinations
may be approved if the installed equipment has been proved to
achieve a reliable kill ©of &ll infectious microcrganisms in in--
fectious medical waste at design capacity. Complete and thorough
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testing of such other combinations of temperature and pressure
shall be fully documented, including tests of the capacity to kill
Bacillus stearothermophilus. Longer steam treatment times are
required when a load contains a large guantity of liquid.

10.3.2. Each package of infectious medical waste to be
treated with steam shall have a tape attached that will indicate if
the steam treatment temperature has been reached. The infectious
medical waste.shall not be'considered satisfactorily treated if the
indicateor does not indicate that the treatment temperature was
reached during the preccess. Each package shall also be labeled
according to the reguirements of Section 6.3.2 of this rule after
treatment 1f recognizable. . _ _ - -~ i

10.3.3. Steam treatment units shall be evaluated under full
loading for efféctiveness with spores of Bacillus stearothermoph-
ilus no less than once per every forty (40) hours of operation.

10.3.4. A log shall be kept at each steam treatment unit that
is complete for the preceding three (3) year period. The log shall
record: : o -~

10.3.4.1. The date, time and operator of each usage;
10.3.4.2. The type and approximate amount of waste treated;

10.3.4.3. The post-treatment reading of the temperature
sensitive tape;

10.3.4.4. 'The dates and results of calibration; and

10.3.4.5. The results o¢f the testing reguired by Section
10.3.3 of this rule. .

Where multiple steam treatment units are used, a working log
can be maintained at each unit and such logs periodically consoli-
dated at a central location. The consolidated logs shall be
retained for three (3) years and be available for review.

10.4. Sanitary Sewer,

Infectious medical waste may be discharged to a sanitary sewer
through a dralnage fizxture of a size and type adequate to discharge
the waste in a sanitary manner to a sewer system approved by the
department according tc Sewage System Rules, 64 CSR 9. The use of
a grinder to reduce infectlious solid matter to a size or consisten-
cy which can be discharged to a sewer is prohibited.

10.5. . Alternative Methods.
10.5.1. . The secretary may approve an alternative method of

treatment not described in this rule if the secretary determines
that the proposed process will render infectious medical waste
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noninfectious and will provide protection tc the health and safety
of the public and workers at least the equivalent to the methods
found at Sections 10.2, 10.3 and 10.4 of this rule. . }

10.5.2. _The secretary may issue provisional approval to any
alternate method until an appropriate trial pericd can validate
performance. © Alternate methods emploving disinfection must have
the disinfectant registered fcr that purpose in accerdance with the
federal Insecticide, Fungicide, and Rodenticide Act as amended. If
the process fails to provide adeguate treatment when operated
according to manufacturer's 1nstructlons, the provisional approval
shall be revcked. _

10.5.3. 1In addition to complying with other sections of this
rule, an appllcatlon for approval cf an alternate method shall

inciude: ’ —

10.5.3.1. A listing of the c¢lasses and amounts of infectious
medical waste the methed ccoculd be employed to treat;

10.5.3.2. A copy of the detailed plans for the device used in
the method;

10.5.3.3. A written summary of the proper cperation of the
method and device: -

10.5.3.4. A copy of the cperation and maintenance manual for
the process or device;

10.5.3.5. (Copies of approval ‘and denial letters from cther
states where the process has been evaluated; and

10.5.3.6. A copy of an evaluation report prov;ded by a
testing laboratory independent o©f. the applicant using a testing
protocol approved by the secretary confirming the efficacy of the
treatment process and that the preocess dces nct preduce a hazardous
waste, discharge cor air emissiocn.

§64-56-11. Commercial Infectlous Medlcal Waste Management
Facilities. : - o

11.1. This section of this rule applies only to commercial
infectious medical waste management facilities. .

11.2. & commercial infectious medical _waste management
facility may not utilize. incineration technology in any form,
including the manufacture or burnlng of refuse derived fuel in any
form. ~ ’ -

11.3. A& commercial infecticus medical waste management
facility shall have effective controls for the management of
infectious medical waste to ensure the protection of public health,
safety, welfare and the environment.
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11.4., The secretary shall conduct an investigation of the
infectious medical waste stream in the region affecited by the
proposed facility and determine that programs have been established
to minimize and reduce the infecticus medical waste stream the
facility will serve prior to issuing a permit. -

11.5. ©No person may establish, construct, operate, maintain,
or allecw the use c¢f property for a commercial infectious medical
waste management facility within an_area where the secretary has
determined, after consultation with relevant State and federal
agencies, that the facility will be in violation of appllcable
State. or federal laws or regulations concerning:

11.5.1. Wetlands;

11.5.2. Any endangered or threatened species of animal or
plant; ’ o i B )

11.5.3.  Surface water;
11.5.4. Groundwater guality; or
11.5.5. The emission of any air contaminant.

11.6. A proposed inféctious medical waste management facility
shall provide evidence of financial capability suitable to the
scope of the facility to the secretary.

11.7. To obtain a permit to construct a commercial infectious
medical waste management facility, a person shall publish a Class
ITI legal advertisement 1in a qualified newspaper as defined in W.
va. Code, §5%-3-1 which serves the county in which the proposed
facility is to be located. The advertisement shall include:

11.7.1.1. A description of the location at which the proposed
facility may be sited; ~

11.7.1.2. Information concernlng the anticipated size of the
proposed facility; and

11.7.1.3. An estimate of. the veclume, type, and origin of the
infectious medical waste to be handled at the proposed facility.

11.8. A pre-siting notice shall be filed with the secretary
and the applicable county solid waste authority within five (5)
days of the publication of the legal advertisement regquired under
Section 11.7 of this ruie.  The pre-siting notice shall include a
certification of-publication of the legal advertisement required
under Section 11.7 of this rule. from the newspaper in which the
advertisement was published with a copy c¢f the advertisement.

11.9. A person precposing to operate a ccocmmercial infectious
medical waste managément facility shall conduct a public hearing in
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the county where the proposed facility is to be located in
accordance with the following guidelines: i : -

11.8.1. A transcript of the hearing shall be available to the
public and the secretary.

11.9.2., Any person may submit oral or written statements and
data concerning the proposed facility. Reasonable limits may be
set con the time allowed for oral statements, and the written
statements shall be submitted no later than ten (10) days after the
close of public hearings.

11.1Q0. "If any date, informaticn or arguments submitted during
the public comment pericd raise substantial new guestions concern-
ing the propcsed. facility, the secretary shall:

11.10.1. Reopen or extend the public ccomment period to give
interested persons an opportunity to comment on the information or
argument submitted; cor

11.10.2. Reguire an additional public hearing.

11.11. The applicant for & permit for a commercial infectious
medical waste management facility shall maintain a public partici-
pation file. This file shall contain all the written comments
received during the public comment period, copies of transcripts of
all meetings held by the applicant and a ccpy of the applicant's
written response to all written comment letters received during the
response periocd. This file shall be submitted to the secretary by
the applicant as a part of the application package.

11.12. The applicant shall arrange for a permitted facility
to receive all treated waste.

11.13., A commercial infecticus medical waste management
facility shall employ a treatment technology approved according to
the provisions of Sections 10.3 thrcugh 10,5 of this rule.

11.14. The applicant shall provide financial assurance in the
férm of a collateral bond, an escrow account or a letter of credit
equal to the propcsed cost of the project.

11.15. "Based on comments received at the public hearing or
upon written recommendations received, the secretary may within
thirty (30) days after receipt of the permit application, require
the person wheo submitted the application to furnish additional
information regarding the impact the siting of the proposed
facility may have upon wetlands, endangered or threatened species
of plants and animals, surface waters, underground waters, air
gquality, and cther matters as determined by the secretary.

11.16. A retailler of sharps to be used by individuals in
their own medical treatment may establish a small commercial infec-
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tious medical waste nanagement facdility to be used sclely for the
treatment of sharps sold by and returned to the retailer for
treatment. Such small commercial infectious medical waste
management facility shall apply for and obtain a permit according
to the provisions of sSection 4 ©of this rule. In addition to the
reguirements of Section 4, the appiliication shall include a letter
describing the ‘location and estimated wvolume of sharps to be
treated and a certified letter from an apprcved solid waste dis-
posal facility agreeing to accept the treated wastes. Such small
commercial . infectious medicai waste management facility shall
comply with Sectiocns 6 and 10 cf this rule, and may be exempted by
the secretary from the regulirements cf Sectiocons 11.4 through 11.15

of this rule.
§64-56-12. Reguirements Related to Manifests.

12.1. Except as specified in Section 12.8 of this rule, the
generator of.infectious medical waste that is to be transported
cff-site for storage oOr treatment shall initiate a four-part
manifest which is available from or approved by the secretary.
Copy three (3) of the manifest shall be retained by the generator
after acceéptance by the transporter. Copy two (2) of the manifest
shall be retained by the transperter after acceptance by the
treatment facility. Copy one {1l) cf the manifest shall be retained
by the treatment facility: The treatment facility shall forward
the original to the generatcr as regquired by Secticn 12.8 of this
rule. A transporter who commingles loads shall initiate a new
manifest as a generator. He or she shall submit the first copy of
the original manifest back to the actual generator after receiving
the first copy cf the manifest for the commingled infectious
medical waste from the treatment facilility, along with a photocopy
of the commingled lcad manifest.

12.2., If the generator does not receive the completed mani-
fest from the treatment facility within fifty (50) days after the
date the medical waste was accepted by the transporter, the gen-
erator shall report this fact to the secretary.

12.3. & transporter shall not accept infectious medical waste
from a genératofunless the waste is accompanied by a manifest with
the generator portion completed, signed, and dated by the genera-
tor. - : - B :

12.4, A transporter shall in the presence c¢f the generator
or, in the event of multiple transporters, in the presence of the
previous transporter, complete the transporter portion of the
manifest, including a handwritten acceptance signature and date of .
acceptance, and shall immediately give a signed copy of the
manifest to the generator or previous transporter, with any dis-
crepancies in manifest information noted on the manifest copy.

12.5. An infec¢tious mWmedical waste management facillity shall
not accept more than fifty (50) pounds of infectious medical waste
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from a generator per month or any quantity of infectious medical
waste from a transporter unless it is accompanied by a properly
completed manifest. ' ; ; :

12.6. An infectious medical waste management facility shall,
in the presence of the generator or transporter, complete the
appropriate transport or storage, treatment or disposal facility
porticn cf the manifest, including a handwritten acceptance signa-
ture and date cf acceptance, and immediately give a signed copy of
the manifest to the generater or transporter, with any discrepan-
cies in manifest infeormation noted on the manifest ceopy.

12.7. The infectlous medical waste treatment facility shall
record on the manifest the date on which the shipment was received
and accepted by the facility.

12.8. The infectiocus medical waste treatment facility shall
kXeep one (1) copy of the completed manifest as part of the facility
operating record and shall forward the original to the generator
within seven {7) days after treatment.

12.9. Small gquantity generators who elect to transport their
own infecticus medical waste are not required to use a manifest.

12.10. In instances when an infectious medical waste man-
agement facility accepts less than fifty (50) pounds of infectious
medical waste from a small quantity generator, the facllity shall
maintain a log of such receipts which includes, at a minimum, the
following: T = ST -

12.19.1. The name and address of the generator;

12.10.2. The weight of the waste received;

12.10.3. The date of receipt of the waste; and

12.10.4. The signature of the person recelving the waste.

12.11. Manifests and logs shall be retained.by all parties
for a period of not less than three (3) years. The period of
retention of records is extended automatically during the course of
any unresolved enforcement action regarding the regulated activity
or as requested by the secretary. _These records shall be available
for inspection by the secretary upon request.

12.12. Nothing in this rule shall prevent any hospital or
other. facility which receives infectious medical waste from any
small gquantity generator, Including any ambulance company, from
reguiring a completed manifest as more fully described in Sections
12.1 through 12.5 of this rule,

§64-56-13. Record Keeping and Reporting.
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13.1, All pertinent records required by this rule shall be
retained for a period cf nct less than three (3) years.

13.2. The period of retention established in Section 13.1 of
this rule shall extend automatically during the course of any
unresolved enfdrcement action regarding the regulated activity or
as requested by the secretary.

13.3. All records shall be made available for inspectlon and
or duplication by the secretary c¢r his or her duly authorized
representative upon reguest.

13.4., All generators, except small guantity generators and
those listed in Section 2 of this rule, commercial storage and
transfer facilities and treatment facilities shall submit a report
annually covering the preceding calendar year tc the secretary in
a format specified by the secretary by the twentieth day of January
and additional reports at such times the secretary judges necessary
setting out the quantity c¢f waste generated during a particular
time pericd and the disposition of the infectious medical waste.
Transporters .shall submit these reports on a quarterly basis.

§64-56-14. Inspections; Right of Entry; Sampling; Reports and
Analyses; Subpcenas.

Inspections and other monitoring activities are reqguired to be
conducted according to the provisions cf W. Va. Code §§2C-3E-12 and
20-5J-7 which are cutlined in this section.

14.1. Upon the presentation of proper credentials and at
reasonable times, the secretary has the authority to enter any
building, property, premises, place, vehicle or permitted facility
where infectious medical waste is or has been generated, handled,
treated, stored, transported or dispcsed of for the purpose of
promptly investigating any person’'s compliance with the provisions
of relevant State law, this rule or. permits issued under this rule.

14.2. The secretary is required to make periocdic inspections
of every permitted-facility as necessary to effectively implement
and enforce the reguirements of relevant State law, this rule or
permits issued in accordance with this rule. After an inspection
is made, a report is to be prepared and filed with the secretary.
A copy of the inspection report is required to be promptly fur-
nished to the person in charge of the building, property, premises,
place, vehicle or facility. A&ll inspection reports are available
to the public in accordance with the provisions of W.Va. Code
§§28%B-1-1 et seq. - T

i4.3. Whenever the secretary has cause to believe that any
person is in violation of any provision of relevant State law, this
rule, any corndition ©of a permit 1ssued by the secretary, or any
order issued under this rule, he or she is required to immediately
order an inspection of the building, property, premises, place,
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vehicle or permitted facility at which the alleged violation is
ogcurring.

14.4. Upon presentation of proper credentials and at rea-
sonable times, the secretary has the authority toc enter any es-
tablishment, building, property, premises, vehicle or other place
maintained by any person where infectious medical waste is being or
has been generated, transported, stored, treated cr disposed of to
inspect and take samples of wastes~ and the contents of any con-
tainers or labeling for such wastes. A receipt describing such
samples, and, if reguested, a portiocn of such sample egual in
volume or weight to the portion retained 1is to be given to the
owner, operator or agent in charge prior to the sample being taken
from the premises. -The.secretary is. reguired to provide a copy of..
any analysis to the owner, opsrator or agent in charge promptly.

14.5. Upon presentation of proper credentials and at rea-
sonabkle times, the secretary is to be given access to all records .
relating to the generation, transportatlon, storage, treatment or
disposal of. infectious medical waste in the pecssession of any
person who generates, stores, Lreats, transports, disposes of, or
ctherwise handles or has handled such waste. The secretary is to
be furnished with copies of all such records or given the records
for the purpose of making copies. If the secretary, upon inspec-
tion, investigation or through other means, observes or learns of
a viclatlion or probable wviclation of relevant State law or this
rule, he or she is authorized to issue subpoenas and subpoenas
duces tecum and to order the attendance and testimony of wiinesses
and to compel the production of any bocks, papers, documents,
manifests and other phyvsical evidence pertinent to such investiga-

tion or inspection.

§64-56-15. Enforcement Orders; Related Hearings; Permit Rein
statement. S i . : -

Enforcemént orders and related hearings are required to be
conducted according to the previsicns of W. Va. Code §§20-5E-14,
20-5J-8 and 29A-5-1 et seqg. as outlined in Sections 15.1 and 15.2
cf this rule, ) . :

15.1. If the secretary, upon inspection, investigation or
through other means observes, discovers or learns of a violation of
the provisions of this rule or relevant State law or of any order
or permit issued under this rule or such law by the secretary, he
or .she may:

15.1.1. . Issue an crder_stating with reascnable specificity
the nature of the violation and requiring compliance immediately or
within a specified time. An order under this section includes,
but is not limited teo, any or all of the following: orders
suspending, modifying or revoking permits, orders requiring a
person to take remedial action, or cease and desist orders;
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15.1.2. Seek an injunction in accordance with W.Va. Code
§20-5J-9(b);

15.1.3. Tnstitute a civil action in acceordance with W. Va.
Ccde '§20-5J-9(a); or

15.1.4.. Reguest the attorney general c¢r the prosecuting
atterney of the ccunty in which the alleged viclatlion occurred to
bring a criminal action in accordance with W. Va. Code §20-5E-15.

i15.2. Any perscon issued a cease and desist order may file a
notice of request for recomnsideration with the secretary not more
than seven (7) days from the issuance cof such order and shall have
a hearing before the secretary contesting the terms and conditions
of such order within ten (10) days of the filing of such notice of
a reguest for reconsideration. The hearing 1is conducted as
required by State law and Section 19 of this rule. The filing of
a notice of request for reconsideration shall not stay or suspend
the execution or enforcement of such cease and desist order. ’

15.3. Any person whose permit issued. under this rule has been
suspended or revoked may, at any time, make application for
reinstatement of the permit. After receipt cf a written request,
including a signed statement by the applicant that in his or her
opinion the conditions causing the suspension of the permit have
been corrected, the secretary shall make an inspection or investi-
gation of the applicant's operation. If the applicant complies
with the provisions of this rule, the permit shall be reinstated.

15.4. .The secretary may suspend or revoke a permit if the
permit has been obtained by means of fraud, deceit or material
misrepresentation. '

§64-56~16. Criminal Penalties.

Criminal penalties are applied according to the provisions of
W. Va. Code §20-5E-15 as described in this Section.

16.1. 1If an¥y person knowingly: (1) transports any infectlious
medical waste identified or listed under this rule to a facility
which does not have a permit required by this rule; or (2) treats,
stores or disposes of any such infectious medical waste either (A)
without having obtained a permit required by this rule or (B) in
knowing violation of a material condition or reguirement of such
permit, he or she is guilty of a felony, and, upon cocnviction
thereocf, is required to .be fined not to exceed fifty thousand
dollars ($5C,000) for each day of violation or to be confined in
the penitentiary not less than cone (1) nor more than two (2) years,
or to receive. both such fine and imprisonment or, in the discretion
of the court, be confined in jail _not more than one (1) year in
addition to the above fine.

16.2. If any person knowingly: (1) makes any false material
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statement or representation in any application, label, manifest,
recerd, repori, permit or cther document filed, maintained or used
for purposes o¢f compliance with this rule; or (2) generates,
stores, treats, transports, disposes cf or otherwise handles any
infectiocus medical waste identified or listed under this rule and
who knowingly destroys, alters or conceals any reccrd required to
be maintained under this rule, he or she is guilty of & misdemean-
or, and, upcn conviction thereof, is reguired to be fined not to
exceed twenty-five thousand dollars ($25,000), or sentenced to
imprisonment for a period not tec exceed one (1) year, cor both fined
and sentenced to imprigonment for each wviclaticn.

16.3. Any perscn convicted cf a second or subseguent viola-
tion of Sections 16.1 and 16.2 of this rule, is guilty of a felony,
and, upon such conviction, shall be confined in the penitentiary
not less than one {1) nor more than three (3) years, or fined not
more than fifty thousand doliars ($50,000) for each day of
violation, or.bcth such fine and imprisonment.

l16.4. Any person who knowingly transporits, Lreats, stores or
disposes of any infecticus medical waste identified or listed
pursuant to this rule in violation of Secticn 16.1 of this rule, or
having applied for a pexrmit pursuant to this rule and knowingly
fails to include in a permit application any material information
required pursuant to this rule and who thereby exhibits an
unjustified and inexcusable disregard for human life or the safety
of others and thereby places another perscn in imminent danger of
death or serious bodily injury, is guilty of a felony, and, upon
conviction therecf, is required to be fined not more than two
hundred fifty thousand dollars ($250,000) or imprisconed rot less
than one {1) yvear not more than four (4) years or to receive both
such fine and imprisconment.

16.5. As Uused in Secticn 16.4 of this rule, the term "serious
bodily injury" means:

16.5.1. Bodlly injury which involves a substantial risk of
death;

16.5.2. Unconscliousness;
16.5.3. Extreme physical pain;
16.5.4. Protracted and obvious. disfigurement; or

16.5.5. Protracted loss or impairment of the function of a
bodily member, organ or mental faculty.

§64-56=-17. Civil Penalties.

Civil penalties are to be assessed according to the provisions
of W. Va. Code §§20-3E-16 and 20-5J-9 which are outlined in this
section.
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17.1. Any perscon who viclates any provision of this rule or
an order issued pursuant to this rule is subject to a civil ad-
ministrative penalty, to be levied by the secretary, of not more.
than seventy-fiwve hundred dollars (%7,500) for each day of such
viclation, not to exceed a maximum of twenty-five thousand dollars
($25,000) . o T B - ' ' '

17.2. 1In assesgsing any _such _penalty, the secretary is re-
quired tco take intc acceount the seriousness of the vioclation and
any good faith effcrits to comply with applicable reguirements as
well as any other appropriate factors, such as: (1} the severity
of serious physical harm most likely to result, and if applicable,
that did result, from the violation; {(2) the extent to which the
provisions of this rule were viclated; and (3) any previous viola-
tions committed by the alleged violator. HNo assessment is to be
levied pursuant to this subsecticn until after the alleged violator
has been notified .by certified mail or personal service.

17.2.1.. The notice is required to include a reference to the
section of the statute, rule, regulation, order cr statement of
permit conditions that was allegedly violated, a concise statement
of the facts alleged tc constitute the violation, a 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.

17.2.2. The alleged violator has twenty (20) calendar days
from receipt of the noctice within which to deliver to the secretary
a written reguest for .an informal hearing. If no hearing is
requested, the notice becomes a final order after the expiration of
the twenty-day period. If a hearing is requested, the secretary is
reguired to inform the alleged violator of the time and place of
the hearing. The secretary may appcint an assessment officer to
conduct the informal hearing and then make a written recommendation
to the secretary concerning the assessment cf a civil administra-

tive penalty.

17.2.3. Within thirty (30} days following the informal
hearing, the secretary is required to issue and furnish to the
violator a written decision, and the reasons therefore, concerning
the assessment of a civil_penalty.. ) .

17.2.4. Within thirty (30¢) days after notification of the
secretary's decision, the alleged viclator may regquest a formal
hearing in accordance with the previsions of W. Va. Code §20-5E-19
and Section 19 of this rule.

17.3. The authority to levy an administrative penalty is in
addition tec all other enforcement provisions of State law or this
rule and the payment of any assessment is not deemed to affect the
availability of any other enforgcement prevision in connection with
the violation for which the assessment is levied: Provided, that
no ceombinaticon of assessments against a viclater under this rule
are to exceed twenty-five thousand dollars ($25,000) per day of

Page 34




64 CSR 56

each such violation: Provided however, that any viclation for
which the violator has paid a civil administrative penalty assessed
under this section may not "be the sublject o0f a separate civil
penalty action under State law to_ the extent of the amount of the

civil administrative penalty paid.

17.4. No assSessment levied pursuant to Section 17.1 of this
rule iz due and payable until the prcocedures for review of such
assessment as set out herein and in State law have been completed.

17.5. Any perscon who violates any provision of this rule, or
order issued pursuant to this rule is subject to a civil penalty
not to exceed twenty-five thousand dollars ($23,000) for =ach day
of such violation, which penalty is to be recovered in a civil
action either in the c¢ircuit court wherein the violation occurs or
in the circuit court of Kanawha County.

17.6. The secretary may seek an injunction, or may institute
a civil action against any person in violation of any provisions of
this rule, or order. issued pursuant to this rule. In seeking an
injunction, it is not necessary fcr the secretary 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 application for injunctive relief
or a c¢ivil penalty action under this section may be filed and
relief granted notwithstanding the fact that all administrative
remedies provided for in this rule have nct been exhausted or
invoked agalnst the ‘person or persons agalnst whom such relief is

sought. ) o -

§64-56-18. Imminent and Substantlal Hazards, Orders; Penalties;
Hearings. '

18.1. Notwithstanding any provision of this rule to the
contrary, the secretary, upcn receipt of infcrmation, or upon
observation or discovery that the handling, storage, transporta-
tion, treatment cor disposal cf any infectious medical waste may
present an imminent and substantial endangerment to public health,
safety or the environment, has the authority to:

18.1.1. Reqguest the attorney general or the apprcpriate
prosecuting attorney to commence an action_in the circuit court of
the county in which the hazardous condition exists to immediately
restrain any person contributing to such handling, storage,
transportation, treatment or dispcsal to stop such handling,
storage, transportation, treatment or dispeosal or to take such
other acticn as may be necessary; or. B}

18.1.2. Take other action under this section including, but
not limited €o issuing such orders as may be necessary to protect
public health and the environment.

18.2. Any person who willfully viclates, or fails or refuses
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to comply with, any order of the secretary under Section 18.1 of
this rule may, in an action brought in the appropriate circuit
court to enforce such orders, be fined not more than five thousand
dollars ($5,C000) for each day in which such vieclation occurs or
such failure to comply continues. -

§64~56~19. Administrative Due Process

Those persons adversely affected by the enforcement of this
rule desiring a contested casSe hearing to determine any rights,
duties, interests or privileges shall dc sc in a manner prescribed
in Rules of Procedure for Contested Case Hearings and Declaratory
Rulings, 64 CSR 1. B

§64-56~20. Severability.

The provisions ¢f this rule are severable. If any provision
of this rule is held invalid, the remaining provisicns shall remain

in effect. o ) _
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TABLE 64-56A. ANNUAL INFECTIQUS MEDICAL WASTE MANAGEMENT FACILITY
PERMIT AND OPERATOR REGISTRATION FEES

Type of Facility L - o Fee
A. Hespitals (Non-Commercial Treatment

Facilities)

1 to 50 Beds $ 500.00

51 to 149 Beds 1,750.00

150 or More Beds o . 2,500.00
B. Commercial Infectious Medical Waste

Management Facility 5,000.00

Small Commercial Infectiocus Medical
Waste Management Faciliity for "Sharps
Only (As defined in Section 1l1.16 of

this rule) 150.090
C. Transportation Vehicles (Each) 250.00
D. Commercial Stcrage and Transier
Facility 25G.00
E. Other (Generating mcre than 50 pounds per
month)
1. Health Care Professionals 250.00
2. Independent Dialysis Centers 250.00
3. Independent Laboratories 250.00
4. Independent Rural Clinics 250.00
5. DNursing Homes _ 250.00
6. Other Long Term Care Facilities 250.00
7. Outpatient Surgery Centers 250.00
7. Incinerator Operator Registration 25.00
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Discussion of Public Comments Received
Concerning the Proposed Rule,
Infectious Medical Waste, 64 CSR 56

The purpose of the proposed new rule is to regulate the
generation, handling, storage, +transpertation, treatment and
disposal of infecticus medical waste. It is mandated by wW. Va.
Code §§20-5J-6(a) and 20-5E-7(d)}. The Department made a major
effort to invelve representatives of a broad scope of interests
in the preliminary drafting c¢f the rule. Several preliminary
drafts were prepared and circulated for comment among representa-
tives of health care providers, industry, transporters, and con-
sumer interests priocr to scheduling the public hearing. Develop-
ment of this new rule has been and continues to be a major con-

cern and effort of the Department.

A public hearing was held Qctcber 3, 1551, Eight persons
commented at the hearing, most of whom had written comments. An
attendance record and a transcript of the hearing are attached.
Thirty sets of comments were received by mail or hand delivery.
Coples of written comments are attached.

Comments were extensive and detailed as might be expected
for a new rule which deals with an area where technology is
evolving rapidly. Comments represented several broad interest
groups. Hospitals as major generators and possible infectious
medical waste treatment facilities were well represented on an
individual basis and by the West Virginia Hospital Asscciation.
Environmental interests provided many comments as did representa-
tives of various facets of the infectious medical waste industry.
Other groups represented were physicians, dentists, veterinarians
and manufacturers.

General

1. Comment: In addition to a large number of ccmments about
specific provisions cof the proposed rule and the issue of com-
bined hospital infectious medical waste treatment facilities
(discussed -more fully in Item #61), a —number of hospitals
expressed general concerns that compliance with this proposed new
rule will be unduly costly. They guestion the benefits c¢f what
they believe to be an unnecessarily restrictive rule. It was
stated that the proposed rule is similar to the federal Medical
Waste Tracking Act of 1988 which increased the cost of infectious
medical waste disposal in participating states frem $1.04 per
patient to $5.19 due to an increase in the amount of medical
waste considered to be infectious and the greater cost for dis-
posal of infectious medical waste.

Hospitals comments on this theme were varied. Some believe
it will ke necessary to ship waste to either in or out of state
treatment facilities thus going against the Code finding related
to minimizing transport and encouraging local/on-site treatment.
Others believe that every hospital will need its own treatment
facility, which will be costly. It was said that increased needs
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for storage and transport (apparently if I1ncineration is not
possible) will compromise staff safety and increase possible
exposure to infectious medical waste. Another concern expressed
was for  the potential jcint impact of projected landfill clo-
sures, increased costs of solid waste disposal and the proposed
rule. One hospital. stated that it estimates. its costs for send-
ing infectious medical waste to a commercial facility at $18,500
per month. Another noted that increasing concern for patient and
employee safety may increase the volume of waste considered to be
infectious and stated that the true cost c¢f this rule will be
enormous. One hospital stated that: "The economic conseguenceas
for the healthcare community can be disastrous as options for
disposal and waste management are eliminated." . This hospital
further stated that: "Tt is our .belief that the healthcare fa-
cilities in the state of West Virginia will be advérsely affected
in both time and mcney without the benefit of protecting the
public health and the environment £rom a waste stream that has
had no demonstrated envircnmental damage." :

In commenting on the perceived restrictiveness of the rule,
a few hospitals guestioned the some of the assumptions underlying
the rule. It was stated .that the benefits are guestionable and
that the rule would be more appropriate for the disposal of haz-
ardous chemical waste. It was also stated that the health haz-
ards of current medical waste disposal methods have not been
demonstrated and that the infection potential of medical waste

other than sharps is virtually nonexistent. One commenter sug-
gested that the term "infectious medical waste" is a misnomer and
misleading. This commenter stated that: "Most health care/

infection contrecl persons would agree that less than 1% of what
is included in this definition is truly 'capable of producing
infectious disease.'" The commenter recommended the use of the
term "regulated medical_waste" as has been used by other states
and stated that: "This simple revisicn will more accurately and
appropriately describe what is in those red bags and provide a
better basis for educating those not knowledgeable with the in-

dustry.”

Response: The Department agrees with the West Virginia
Hospital Association that hospitals and state government have a
common interest in protecting the public at large, the community,
patients, and hospital employees and believes that West Virginia
hospitals are genuinely concerned for public health and safety.
The Department has recognized the soundness many of the individu-
al suggestions and has made a number of clarifications and modi-
fications to the rule which the Department believes will achieve
the original purpose in an improved fashion. These changes are
documented and discussed below. The Department further believes
that ~some of these changes will reduce the cost of compliance
. with this rule.

Part of the cost issue for hospitals is related to the is-
sued of combined or coordinated hospital treatment facilities.
That issue is discussed more fully in Item #61. Costs cannot be
realistically compared to what it cost the participating states
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in the Medical Wwaste Tracking Act. The definiticn of regulated
medical - waste was broader than infectiocus medical waste as used
in the proposed rule. Most cf the requirements are already being
implemented by hospitals following 1) Centers for Disease Control
Guidelines—--Hospitals, and 2) Federal Occupaticnal sSafety and
Health Administration requirements. Alsc, there are ways to
reduces costs which hospitals may not have considered. In vari-
ous meetings with hospital representatives, various operational
procedures are being shared and communicated. A prime example
will be the need to separate infectiocus medical waste from cther
non-infectious medical waste including pizza containers.

Public policy as desired by the public and put into law in
West Virginia by the Legislature is to regulate infectious medi-
cal waste. The Department -concurs with this policy; the poten-
tial hazards of infectiocus medical waste warrant regulatory over-

sight. -

Secticn 1

2. Comment: Section 1.1. Cne commenter stated that the state-
ment about medical waste incinerators being an important public
health hazard is too strong, citing public television. The com-
menter also recommended that the Department become invelved in
the recycling program by originating a list cf outlets for the
solid waste which is generated.

Response: The statement about infectious medical waste
incinerators in the preamble to the rule is guoted from W. Va.
Code $§20-55-2. Recycling could be one result of facilities'
waste minimization procedures. This proposal will receive con-
sideration for future revisions.

Section 2
3. Comment: Section 2.2.1. One hospital questioned the au-
thority o©f the Department to regulate and penalize individual
households and citizens and asked who would enfcrce this provi-

sion.

Response: The Department interprets W. Va. Code §20-5J-1 et
seq. to grant it the authority to regulate all generatcrs of in-
fectious medical waste, including individual households. The
only requirement for individual households 1is that sharps be
packaged in puncture resistant containers (See Section 2.2.1 of
the rule), Penalties can be assessed against individuals who
blatantly refuse to package sharps properly. The investigation
and enforcement of the rule for individuals will be on a com-

plaint basis cnly.

4. Comment: Section 2.2.2. One hospital expressed fears that
the severe restrictions and penalties of the rule will preclude
hospitals with treatment and disposal capabilities from accepting
waste £from ambulance and rescue services. Ambulance and other
rescue services will as a result need to contract with commercial
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haulers and disposers.

Response: The comment probably refers to concern about the
possibility of the hospital being classified as a commercial
facility because of the volume of off-site infecticus medical
waste accepted from ambulances and rescue services. The amount
of waste products accompanying patients into a hospital via ambu-
lance or rescue squad transporiaticn would ke too small to sig-
nificantly affect the hospital's overall tectal volume of infec-
tious medical waste. Most of the products transported with pa-
tients are not considered waste until after arrival at the medi-
cal facility and would be considered to be generated on-site.

5. Ccmment: Section 2. Chemical wasite incinerators which are
permitted hazardous waste management units should be exempt from
this rule. -. )

Response: Incinerators used for chemical hazardous wastes
are usually designed with tight operaticonal parameters for spe-
cific groups of chemicals. The intrcduction cf infectiocus medi-
cal waste into such an incinerator may result in conditions which
could compromise the operation of such incineraters. Under these
circumstances, adeguate incineration of infectious medical waste
may not be achieved without physical or operational modifica-
tions. Therefore the operational parameters relative to infec-
tious medical waste incineration have been retained and hazardous
waste incinerators will be required to obtain a permit for use
for incineration of infectious medical waste. Additicnally,
operators of such incinerators will be required to be registered
under the rule. - ; .

Secticn 3

6. Comment: Section 3.1. One hospital commented that the
definition of animal carcasses which are to be considered infec-
tious medical waste is so open-ended by virtue of the phrase "or
for any other reason" that farm animals could be included.

Response: The provision for including the possibility of.
exposure to infectious agents in ways other than during research,
production ©of bicleogicals or testing of pharmaceuticals 1is to
include the possibility of animals infected with zoonotic diseas-

es, including farm animals.

7. Comment: Section 3.9. It was suggested that the definition
of infectious medical waste be reviewed and revised to include
body fluids due to the potential to contact HIV (human immuncde-
ficiency wvirus), HBV (hepatitis B wvirus) or other pathogenic
organisms from this source. : - )

Response: Body £fluids are defined as infectious medical
waste in Secticn 3.18, Patholcgical Wastes.

8. Comment: Section 3.9. The veterinarian's association ex-.
pressed concern as to how the proposed rule would apply to cer-
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tain live vaccines sold to and administered by the general public
for animal vaccéingatisnsy S/ T - -

Response: Although individual househclds are exempt from
most provisions of the rule, Section 2.2.1 deces require that
sharps be placed in a conteiner with a high degree of puncture
resistance. Empty wvaccine bottles and syringes used for such
vaccines are sharps and as such wculd have tc¢ be disposed of as
required by the rule. An _educational brochure has been prepared
and is now being distributed through various outlets. Violations
will be handled on a complaint basis.

9. Comment: Secticn 3.5.3. Twe commenters suggested that this
section should include an exemption for medical tubing and devic-
es (hemodialyzers, IV fluid bags/bkottles, etc.), since they are
most frequently net used in such a manner as to be infectious.
Cne commenter alsc noted that some tubing and devices might be
infectious, however, and would need to be handled as infectious
medical waste. As it would be difficult fcor a landfill operator
tc determine whether such items were infectious, generators could
be required to provide certification that all such devices in a
ccentainer were non-infectious and suitable for routine solid

waste handling.

Response: The rule was amended to include the exemption and
a certification statement.

10. Comment: Sectlon 3.17. Cne commenter asked that the last
sentence in the definition of "on-site" ("Hospitals with more
than one (1) facility located in the same county shall be consid-
ered one (1) site.") be deleted. The commenter stated that it
deoes not agree with the definition of "site."

Response: This definition is taken from W. Va. Code §20-3J-
3(10) and cannot be changed by the rule.

11. <Comment: Section 3.22. The propesed rule defines a small
quantity generatcr as: "any generator of infectious medical
waste who generates fifty (50) pounds or less during a one month
period.”" Two commenters suggested modification of this defini-
tion. The State Medical Association commented that physician
offices, which are generally small gquantity generators, may occa-
sionally exceed the 50-pound limit, as for example, during a
period of high incidence of f£flu. The West Virginia Manufactur-
er's Association noted that one ¢f 1its members incinerates ap-
proximately 100 pounds of infectious medical waste consolidated
from two plants and reguested an increase in the limit to 100

pounds per menth,.

Response: The definition is taken from W. Va. Code §20-5J-
3{12), and is a criterion level used by the majority of the
states regulating infectious medical waste. The Department be-
lieves that the majority of physician offices will be able to
remain "small" through careful distinction ¢f medical waste from
infectious medical waste. Additionally, an occasional exception
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to the 50 pcund limit in a physician's office would not be likely
to result .in the reclassification c¢f a small quantity generator.
Each of the two plants would be considered individually if they
are at separate locations.

Section 4

12. Comment: Section 4. Envirconmentally oriented commenters
requested that language from an earlier draft of the rule reguir-
ing funds to be depcsited in a special revenue account and used
for the purpcses of permitting, training, enforcement and program
develcpment ke included. :

Responge: It is not necessary to have a specific provision
in the rule to establish such an account. The account will be
established and the funds used to support the program as is re-.
quired by W. Va. Code §20-5J-6{(a). B
13. Comment: Seciticn 4. One hospital suggested specifying time
frames by which permit applicaticons and appreval procedures are
to be completed. It was ncted that applicaticn forms are not

available. : . . .

Response: Section 4.1 of the rule has been mediflied to
allow a forty-five day period following the promulgation of the
rule for submission of applications. Submission of an applica-
tion within this time frame will be a rebuttakle presumption of
ceompliance with the rule until the Department grants or denies a
permit.—— ~— T TR T e e o ' Co

14. Comment: Section 4.1. Two commenters noted that there is a
reference to a Section 4.15 which does not exist.

Response: The commenters may have been looking at an earli-
er draft. Section 4.15 was on page 10 of the draft offered for
public hearing.

15. Comment: Section 4.4.2. One commenter suggested that this
secticn be rewritten to require the name, address, and telephone
number of all owners of the facility.

Response: The rule has been modified.

16, Comment: Section 4.11. The proposed fee schedule attracted
geveral comments. Environmental concerns are that the fees for
various types of commercial facilities are too low and will en-
courage activities which are "prohibited c¢r discouraged in the
Legislative Findings in the Medical Waste Act." These writers
alsoc expressed concerns that the fees are not adequate to support
an effective regulatory program. COne commenter suggested that
the $25 incinerator operator registration fee should apply only
to non-commercial incinerator operators.

Two hospitals stated that the fees for hospitals are exces-
sive. One reguested that the annual fee of $250 for a transpor-
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tation vehicle for "on-site" hospitals be reduced %o =zero, that
the annual fees for hespitals be reduced, based on bed size, to a
maximum of 8500 and that infectiocus waste medical facilities
located on contiguous property be reguired to obtain conly one
permit. One commented that the annual fee of $1,750 for an B8(0-
bed small rural hospital is excessive.

Response: The Department believes that most infectious
medical waste in the State will be treated cn-site or at facili-
ties close to the generator, which will discourage commercial
initiatives. The statute only prohibits commercial facilities
utilizing incineration. Nationally, hespitals are responsible
for 84.5% of the total infectiocus medical waste generated. The
Department projects that hospital fees will contribute slightly

over 75% of the infectious medical waste program Zfunding. A
single permit will include all functicns involving infectious
medical waste for each generator. Hauling infectious medical

waste to an on-site incinerator is included in the facility's
permit, as would be the operation of a nursing home in conjunc-
ticn with a hospital.

17. Commenti: Section 4.14. One commenter requested that the
language exempting minor changes in infectious medical waste
management plans from pre-implementation approval be deleted
(second sentence and "major" in the third sentence.) Conversely,
the West Virginia Hospital Association stated that a hospital may
need to make a change in any number of aspects of its infectious
medical waste management plan on an expedited basis in order to
protect patients, employees and/cr the general public.

Response: The Department agrees with the Hospital Associa-
tion's position and has revised Section 4.14 accordingly, but
does not believe revision of Section 5.6 is necessary. Use of
the term "major"” is retained in order to give hcspitals flexibil--
ity to make minimal revisions without major expenditures of time
and resources at both the hospital and State level.® -

18. Comment: Section 4.13. The West Virginia Manufacturer's
Association suggested that an exemption from the permit reguire-
ments be granted for small guantity generators who incinerate
infectious medical waste in permitted hazardous waste management

units.

Response: Small quantity generators are not reqguired to get
a permit. - B T \

Section 5

19. Comment: Section 5. One commenter suggested that infec-
- tious medical waste management plans should include the locaticn
of the facility, source(s) of any waste handled, type(s) of in-
fectious medical waste handled and should be made available to
state or local health officials upon request.

Response: Section 4.4.1 requires the address and location
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of the facility for which the application is submitted to be on
the permit applicaticn. Plans on file with the Department are
accessible teo lecal health officials under the State Freedom of
Information Act. -~ The infectious medical waste plans of small
generators are avallable to the Department under the provisions
of Section 13.3 of the rule. Sources and types of Infectious
medical waste are required in Section 12.10 for small guantity
generators and in the manifest for others.

Some misunderstanding about the definition of infectious
medical -waste management facility has apparently occurred. Gen-
erators cof infectious medical waste are required to treat infec-
tious medical waste on-site or ship it teo an approved treatment
facility. Any infectious medical waste shipped must be classi-
fied and guantified and the record of this maintained for 3 years
by the generator, shipper, and treatment facility. {See Section

12.10 of the rule).

20, Comment: Section 5.1. The West Virginia Manufacturer's
Association suggested that small guantity generators be given 90
days from the effective date cf the rule to develcp an infectious
medical waste management plan.

Response: Agreed.

21. Comment: Section 5.2.8. The West Virginia Hospital Associ-
ation requested clarification of which personnel in a hospital
setting would be required to be certified.

Response: Section 5.2.8 was modified to clarify the re-
guirement. ) '

22. Comment: Sections 5.3.2 and 5.3.3. One commenter regquested
that the word "knowingly'" be deleted from beth sections.

Response: Pacilitles which treat infectious medical waste
cccasionally have red bags left anconymously at the facility. The
word "knowingly" was included in recognition of this, and is
therefore retained. The item has been reworded to clarify that
the intent of this provision is to require the facility to state
whether or not it qualifies as a commercial infectious medical
waste facility. (See also Item #45.)

23, Comment: BSection 5.4. The West Virginia Hospital Associa-
tion and one individual hospital stated that since the United
States Environmental Protection Agency (EPA) hospital incinerator
standards are not projected to be finalized until some time in
the fall of 1993, hospitals should be given cne or two years from
the final approval date of these standards to develop a proposal
to modify or upgrade the treatment processes being used.

Response: The Department is aware that EPA standards which
will apply to hospitals are forthcoming. The rule has been modi-
fied tc implement the suggestion of the Hospital Association.
{See also Item #57.)




24. Comment: Section 5.7. The West Virginia Hospital Associa-
tion and one individual hospital stated that the reference in
Section 5.7 to Section 10.4 is in error.

Response: Sectlion 5.7 stated that: "The disposal of infec-
tious medical waste in this State is prohibited, except as de-
scribed in Section 10.4 (sanitary sewers) of this rule." The

Department has added language to clarify that perscns who gener-
ate or handle infectious medical waste may not dispose of infec-
ticus medical waste until 1t has been treated in a manner to
render it non-infecticus and has deleted the reference to Section

10.4. Placement of infectious medical waste into a drain at-
tached to a sewer apprcved under Sewage System Rules, 64 CSR 9,
constitutes treatment. (The definition of "disposal" included in

the rule at Section 3.5 is gquoted frcom W. Va. Code §20-5J-(2).)
Section 6

25. Comment: Section 6. One hospital reguested a definition of

"package." The commenter asked whether a package would be indi-

vidual bags or the container in which individual bags are boxed.

Response: The standard dictionary definition of package is
adequate. -Infectious medical waste should be packaged or ccn-

tainerized after generation. This 1is easily accomplished by
placing the infectious medical waste in a lined waste céntainer
or sharps container. This 1is all the packaging necessary if
treatment is to occur on-site. If treatment is to occur off-site

then additional packaging must occur.

26. Comment: Section 6.1.2. The West Virginia Hcspital Asso-
clation suggested that an additicnal sentence be added at the end
of the paragraph, as follows: "Nething in this section shall be
censtrued to prevent or limit any cause of action by a generator
against any other party for any reasons for which the law gives a
remedy."

Response: The suggested addition was made.

27. Comment: Section 6.1.3. The West Virginia Hospital Associ-
ation noted that the prohibition of storage priocr to packaging or
repackaging effectively means that infectious medical waste must
be packaged immediately at time of generation. This wculd pre-
vent a handling/transpertaticn concern from handling packaging.
Other sections suggest that this may be an inadvertent effect.

Response: The intent ¢f the item is to insure that: 1
infectious medical waste which is tc be transported off-site for
treatment is packaged prior to transport; and 2) infectious medi-
cal waste which is to be stored prior to treatment on-site or
transportation off-site is packaged prior to storage. The text
has been modified to clarify this.

28. Comment: Section 6.2.2., Several commenters stated that the
terms "equivalent rigid ccntainers" and "containers with equiva-
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lent containment properties,” do not provide an adequate descrip-
tion of containers required. It was suggested that "a far better
vardstick than measuring the burst strength c¢f a bag would be
measuring the resistance to puncture, ASTM D-1709-85. Two com-
menters stated that i1f the drop weight test is retained, a mini-
mum level should be specified.

Response: A minimum level of 125 pounds has been added. .

29. Comment: Section 6.2.3. One hospital .stated that there is
nc such thing as a leak proof sharps container and that "leak-
resistant" would.be a more appropriate adjective."

Response: This language is used by the EPA and most states.

30. Comment: Section 6.2.3.2. One commenter reguested a defi-
nition of "encapsulated in a solid state.®

Response: -Standard dictionary definitions adequately des-
cribe the terms.

31l. Comment: Sectiocn 6.2.4. One hospital stated that since all
medical employees are taught that a red bag is specific in its
use, the requirement that the bags be imprinted with the bicha=z-
ard symbol and the words "Infectlous Medlcal Waste" is of little,
1f any, benefit. T , - -

Response: Section $.2.4. was modified to reguire the use of
imprinted bags only if treatment is to occur off-site.

32. Comment: Section 6.2.6. Environmentally-oriented commen--
ters requested language regquiring containers to be washed and
disinfected unless they have been effectively protected from
contamination as opposed to the present language which reguires
washing and disinfection if centaminated. The commenters alsc
stated that the rule is unclear regardlng who makes the determi-
nation.

Response: Reguiring disinfection after each use when the
container is not contaminated is not cost effective. The user
will make the determination of when to sanitizce. The adequacy
will be verified by inspections.

33. Comment: Section 6.2.8. The West Virginia Hospital Associ-
ation and cne individual hospital noted that this section appears
te incorporate an QOccupational Health and Safety Administration
(O5HA) standard which is at present only a draft.

Response: The reference to the OSHA standards has been re-
moved and the section has been revised to regquire employers to
provide training in the use of personnel protection equipment.,

34, Comment: Section 6.3. Several commenters stated that it
should be made more clear that the labeling requirements only
pertain to cff-site transportation and not to waste treated on-
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site. Additionally, commenters stated that the requirement for
dating, weighing and labeling each package of infectious medical
waste is burdensome, and that this could be performed on a bulk
basis with the information best contained on manifests accompany-
ing the shipment. Commenters believe that the labeling require-
ments on individual containers will greatly increase cost for
large generators and serve no advantage.

Response: Secticon 6.3.1 has been modified to clarify the
labeling requirements. The final.package to be shipped off site
must be labeled and dated as reguired. No size ilimitation was
placed on the final package so the labeling and dating could
occur on the bulk package. Dating 1is necessary to determine
compliance with Section 8 of the rule.

35. Ccmment: Section 6.3.2.4. One hecspital suggested that it
is unclear as to where the certification of the non-infectious
state of recognizable but treated medical waste reguired by this
section goces, to what type of waste it applies, to whom it goes,
and whether it is to be retained as documentation. The commenter
suggested that this reguirement would be better placed under the
manifest requlrements

Response: Section 6.3.2. specifies that the certification
goes on the required label. The manifest system applies only to
untreated waste. all of Section 6.3.2 applies to recognizable
treated non-infectiocus medical waste. The attached label simply
goes with the waste to a landfill. The landfill operator should .
retain a copy of the documentation and the treatment facility is
required by Section 10.3.4 to retain like records for 3 years.

Section 7

36. Comment: One hospital criticized Section 7.1 as having
excessive reguirements which would be more appropriate for haz-
ardous (chemical) waste than fcr infectious medical waste. Spe-
cific mention was made of the abscorbency requirements of Section
7.1.1, the regquirement for red bags sufficient to enclcse 150% of
the transported material, and the perscnal protective eguipment
requirement. It was also suggested that "breathing devices” in
Section 7.1.4 be changed to '"protective facial -barriers such as
goggles and a_mask.! QOne commenter suggested that cone hundred
vards of boundary marking tape would be more appropriate than one
hundred feet.

Response: Section 7.1.1 has a requirement for absorbent
material capable of absorbing one gallon of liguid for each cubic
foot of storage area or 10 gallons whichever is "less." Theor-
etically one cubic foot ¢eculd contain 7.5 gallons cf 1liguid.
This means a storage room 8' x 8' x 8' could contain over 3800
gallons. The Department believes that this requirement is not
excessive, In the event of a spill, extraneous materials may
come in contact with the infectious medical waste. These materi-
als become infecticus medical waste by definiticon. It is neces-
sary to require adeguate additicnal red bags to enclose the addi-
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tional contaminated materials; an estimate of 150% of the origi-
nal waste was used. Section 7.1.4 was changed to reflect other

suggestions.

Secticn 8

37. Comment: Secticn 8.1. One hospital commented that storage
needs to be more adeguately defined within this section to dif-
ferfentiate between temporary storage on a nursing unit and tempo-
rary storage prior. to transport to an cff-site non-owned treat-
ment/disposal facility.

Response: Section 8.1 was modified to clarify its applica-
tion.

38. Comment: Secticn 8.2Z. Environmental interests regquested
that language be added to specify that: "Excluding sharps, in-
fectious medical waste stored for more than 72 hours after gener-
ation must be refrigerated at 45 degrees Fahrenheit or below."

Response: Refrigeration of infectious medical waste reduc-
es odor. The reguirement of Section 8.4 of the rule for main-
taining infectious medical waste in a non-putrescent state during
storage covers those situations where odor problems could devel-
op. {See also Item #42.)

3%, Comment: Section 8.6. One hospital stated that this sec-
tion "will preclude the use of tiled floors in utility rooms and
floors on trucks in that it states carpet and flcor coverings
with seams shall not be used in storage areas. The potential
hazards associated with medical waste as a result of spills and
leakage can be easily mitigated by application of chleorine bleach
which will permeate through seams to inactivate. There 1is no
analeogy of chemical waste storage areas with infectious waste
storage areas as indicated in this section.”

Response: This section was modified to prohibit open seams
in which water could be trapped.

40. Comment: Section 8.8. The West Virginia Manufacturer's
Association noted that some companies store wastes in sealed
containers for short periods of time in diked containment areas.
The Association requested the addition of language to recognize
an "eqguivalent containment system which prevents any spilled
materials from reaching the envirconment."”

Response: Equivalent language was added to Section 8.6.
Section 3

41. Comment: Section 9. One commenter requested that a provi-
sion be included to allow sharps toc be transported by mail pro-
vided they are packaged according to Section 6 and meet the re-
guirements of the U.S. Postal Service for packaging and class of
mail service. B o | ' Co
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Response: Secticn 9.2.3 was added to allow mailing of
sharps. '

42, Comment: Section 9. A suggesticn was made to add a re-
gquirement to the transportation section that infectious medical
waste "be refrigerated if not delivered to a treatment facility
within 24 hours. The commenter believes this change will help to
maintain infecticus medical waste in a non-putrescent state.

Response: See Comment #38.

43. Comment: Section %.3. One commenter recommended that a new
Section 9.3.3. be added allowing the off-loading of infectiocus
medical waste from a small collection wvehicle to another larger
properly permitted vehicle for Transport to a distant treatment
facility or if the first vehicle is disabled. This would require
that the manifest indicate a change in custody of the infectious
medical waste to the secondary transporter.

Response: Section 9.3 deals only with transfer of infec-
tious medical waste on-site. This rule dces not prohibit trans-
fer of loads. It does allude te such transfers in Secticons 9.13,
12.1, and 12.4. Since this type of activity is permitted by the
rule, no change is warranted.

44. Comment: Section 9.3.2. Section 9.3.2 provides that a
generator that transfers medical waste on-site is exempt from
transport permit reguirements provided certain conditicns are
met. ©One of the conditions is that ne off-site infectious medi-
cal waste be knowingly and rcutinely accepted for on-site trans-
fer. The West Virginia Manufacturer's Association stated that at
least one of their member companies receives small gquantities of
waste for incineration from two common parent company plants and
requested that a revisilon be made to allow the handling of mini-
mal amounts of off-site infectious medical waste in such situa-

tions. . _

Response: The two generateors (plants), if classified as
small quantity generators (see ccmment 11}, could transpert their
own waste to the treatment facility as provided for in Section
9.2 of the rule. This does not require modification of the rule.

45. Comment: Section 9.3.2. One commenter suggested that the
words "knowingly and routinely" be deleted.

Response: The word "knowingly" is needed to allow movement
of infectious medical waste dumped anonymously at a facility.
(See also Item #22.)

46. Comment: Secticn $.7.4. One hospital suggested that 1f
waste is properly packaged and there is no leakage or spill, a
vehicle used to transport infectious medical waste should not
have to be cleaned and disinfected prior to any other use.

Response: Leakage and spillage may nct always be easily
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visible. .A routine procedure will insure non-contaminatlocon.

47. Comment: Section 9.7.5. The Hospital Association and some
individual hospitals objected to prchibiting the use of vehicles
that are used for transporting medical waste for _transporting
focd, food additives, or food containers. The commenters believe
that if the vehicle is properly cleaned and disinfected, there 1is
no reason why it should not be used toc transport food. One com-
menter suggested that separate, removable, cargo-carrying por-
tions could be acceptable. This reguirement would be particular-
ly burdenscme on small rural hospitals.

Response: The suggestion was accepted. A new Sectlion 9.7.6
has been added.

48. Comment: Section 9.9. One commenter objected to being
required to obtain a transporter permit by the time that these
rules are adopted. The commenter suggested a grace period of 30
days. T o - - -

Response: Section 4.1 was modified to rectify the problem.

49, Comment: Section 9.1C. The application should reguire the
name, business address and telephone number of each driver who
will operate in West Virginia.

Response: This information can be obtained from the permit-
tee when needed. Cocllecting and maintaining current files of
this type of information would require costly and prohibitive ef-
fort for both transporters and the Department.

50. Comment: Section 9.10.8. A provision shcoculd be added re-
quiring the employees to be trained, not just that the applicant
has established a training program.

Response: Secticn 9.10.8 was modified to implement the
suggestion. '

Secticn 10

51. Comment: Section 10.2. A number o¢f hospitals expressed
general as well as specific concerns regarding the proposed stan-
dards for the incineration of infectious medical waste. Some
hospitals singled out these new incineration standards as being
particularly costly. Existing incinerators may have to be re-
rplaced. It was stated that there are no known infectious health
hazards associated with properly operated incinerators. scme
hospitals might be forced intc expensive arrangements to trans-
port infectious medical waste out of the state if they are nct
able to incinerate their infecticus medical waste.

The. West Virginia Manufacturer’'s Association stated that:
"This section is not necessary for RCRA (Rescurce Conservation
and Recovery Act) permitted incinerators which burn small quanti-
ties of infectious medical waste. Because emission standards and
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waste disposal requirements adequately limit releases and dispos-
al of incineration byproducts, RCRA permitted units which burn
small guantities of infecticus waste should be completely exempt
from this section.™ In the event that this recommendation was
not accepted, the Association suggested changing Section 10.2.1
to read: "All owners and cperators of infectious medical waste
incinerators are reguired to comply with applicakle state laws."

Response: The EPA is currently rewriting 1ts incinerator
rules. The new rules are expected in 1923. The operating param-
eters in this rule were chosen to best approximate what these new
EPA standards . will be. EPA standards will supersede West Virgin-
ia's infectious medical waste rule unless the State's rule is
more stringent. The Department dces believes this will not hap-
pen. Section 10.2.7 of the rule provides for a means to obtain a
waiver to the infectious medical waste incinerator operation
parameters until after the EPA standards are promulgated. As
stated esarlier in Item #5, an exemption for incinerators meeting

RCRA standards is not suitabkle.

52. Comment: Section 10.2.2. The West Virginia Manufacturer's
Association commented that incineration requirements should be
performance-based rather than design-based and suggested an al--
ternative to the combustion standard of 10.2.2.

Response: The Asscciaticn's suggestion was adeopted as Sec-
tion 10.2.2.2.

53, Comment: Section 10.2.3. Some commenters ncted that the
allowance fOF interlock or other process control device override
at start-up essentially negates the utility of the requirement
for these devices, because significantly more pollutants are
emitted during a cold start-up.

Response: Agreed. The override for start up was eliminat-
ad. ; -

54, Comment: Sectiocn 10.2.4. Cne hospital suggested that moni-
toring and recording eguipment for the seccndary chamber is all
that is needed to ensure safety. Additionally, the West Virginia
Manufacturer's Asscciation suggested adding the £following as an
acceptable alternative to the monitering and recording require-
ments of Section 10.2.4: "Carbon monoxide emissions shall be
continuously monitored downstream of the final combustion chamber
but prior to release to the alir. Continuous monitoring records
shall be maintained for a period.of three (3} years."

Response: Proper volatilizaticn of wastes . is necessary to
obtain a good burnout and proper conversion to ash. The moni-
toring of the primary chamber temperature will insure volatiliza-
tion temperatures are reached and maintained. The Asscciation's
suggestion was incorporated into the rule.

55. Comment: Section 10.2.5 was the target of a number of com-
ments. Hospital and manufacturing interests stated that the
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monthly ash testing is unnecessary and costly, and suggested that
guarterly or yearly testing would. be more appropriate. One hos-
pital stated that the regquirement of a 5% fix carbon and 95%
burnout is not practical. . -

Environmental interests believe that bio-medical incinerator
ash should be looked at more closely with regard to its toxicity

and disposition. Data was provided .indicating that heavy metals
are present in incinerator ash, particularly in bio-medical waste
incinerator ash. These commenters suggested adding a provision

requiring that ash from medical waste incinerators be disposed of
in the same manner as ash from the incineraticn of solid waste.
Hospital interests stated that no health risks have been demon-
strated for chemicals generated by incineration.

Response: The freguency of the ash testing has been modi-
fied. The 5% carbon or less rule is a good indication of an
incinerator's function. Ash from medical waste incinerators has
been found to contain levels . of heavy metals exceeding that con-
sidered safe for landfill use.

56. Cocmment: Section 10.2.6. The West Virginia Manufacturer's
Association suggested that in situations where infectious medical
waste is incinerated in permitted hazardous waste management
units, operators of such incinerators merely be reguired to pro-.
vide evidence c¢f registration as hazardcus waste incinerator

. operators.
Response: See Item #3.

57. Comment: Section 10.2.7. One commenter requested reducing
the time limit for a waiver of incinerator standards from three
to two years to be consistent with other requirements of this
rule. The Hospital Association suggested that the proposed waiv-
er period for .hospital incinerators be linked to the issuance of
final EPA rules relevant for hospital incinerators in order to
give hospitals a reascnable amount of time to modify or upgrade
their treatment operation in order to be in compliance with both
State and the new federal standards. (See also Item #23.)

Response: Agreed. Section 10.2.7 as rewritten will give
facilities with incinerators in operaticn at the time this rule
becomes effective a period of two years following the issuance of
the EPA final rule to comply with this rule if they receive a
waiver under Section 10.2.7.

58. Comment: Section 10.3. One hospital ccmmented that the
requirements for autoclaving are tooc stringent. The commenter
stated that the temperatures required by the rule are not attain-
able and that the mandated time frames would preclude the use of
steam sterilization as a treatment cption.

Another commenter noted that there is not a standard for
physical destruction of the treated waste which is not consistent
with the 1988 Medical Waste Tracking Act and the standard for in-
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cineration in the proposed rule. .The commenter reccmmended that
steam treatment should be required to achieve a physically unrec-
ognizable end prcduct.

Response: Most autoclave operations in medical facilities
are designed to sterilize instruments for medical procedures.
When medical waste is treated, there are no clean surfaces, no
pre-washing occurs, and there are larger guantities of both solid
and liguid material to be treated than in instrument steriliza-
tion. The increased time, pressure, and temperature requirements

are necessary because of these differences. It is true that scme
older autoclaves may not be designed to reach some of the temper-
ature and pressure requlrements. Newer equipment capable of

meeting these reguirements is available. Older equipment which
is not designed to reach the increased pressure and temperature
parameters can extend the exposure time tc obtain proper treat-

ment.

59. Comment: Secticn 10.3.1.6. One commenter reguested that
the term "large gquantity of liguild", as related to steam treat- -
ment duration, be defined.

Response: Large quantities of liguids are not disinfected
well by steam treatment. Different machines can adeguately treat
different volumés of ligquids bkased on their cperational parame-
ters. The machine operator, knowing the limitations of his spe-
cific machine, must make this judgement accordingly. It is,
therefore, not practical to define "large guantity".

60. Comment: Section 10.5, which deals with the approval of
(new) methods of treatment alternative tc those specified in the
rule received several comments. An industry representative rec-
ommended that the rule include the possikbility for independent
testing to be completed by qualified entities other than testing
firms, such as government agencies (both foreign and domestic) or
universities.

West Virginia University Hospitals commented as follows:
"Alternative treatment methods must be encouraged, however must
be carefully reviewed. The proposed rules appear to have suffi-
cient safeguards, however it must be recognized that EPA guide--
lines for testing protocols are ncon-existent at this time. The
reliance upon the Federal Insecticide, Fungicide and Rcdenticide
Act (FIFRA)} for registering disinfectants is also.not appropriate
because of the microbiclegical nature of infectious organisms.
Alternate testing mechanisms must be allowed. To allow alternate
treatment methods to be developed, and regulated, the discreticn
of the Secretary of Health must be stressed.”

‘ Environmental interests suggested that there should be a

public comment period and a public hearing as part of the approv-
al process, that the testing of an alternative method should be
conducted in a controlled atmosphere where it will affect the
least number of people, and that testing should be under the
c¢lose supervision of the secretary.
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Response: Section 1C€.5.3.6 was not intended to specify who
should do the testing, only what prctocols should be used. The
Department was informed subkseguent to the public comment pericd
that EPA now plans tc leave protocol. approval to the individual
states. Secticn 10.5.6.3 has been clarified and modified to
reflect EPA's most recent determination. The Department believes
that control of the testing protccols provides an adeguate means
of prctecting the public interest in the highly technical area of
determining treatment efficacy and assuring non-hazardous byprod-
ucts o¢of the process. All. testing would have to be in a con-
trelled environment to prévent exposure should the process fail.
FIFRA reguires that a disinfectant be approved for a particular
application. ’ ’

Section 11

61. Comment: Section 11. Environmentally oriented commenters
made a number of comments directed at expanding and strengthening
this section. One asked why this section, Commercial Infecticus
Medical Waste Management Facilities, is included in the zrule
since the law prchibits such facilities. QOther commenters made
several general suggestions for.additions to the rule in addition
to recommendaticns for modifying existing items. They recommend--
ed that the size of the facility be limited to the needs of the
region and suggested adopting the use of the waste sheds for
solid waste. The use of these regions would be consistent with
legislative findings calling for ‘minimizing the necessity to
transport infectious medical..waste. It was also suggested that
the siting of any commercial infectious medical waste management
facility should be consistent with the county or regicnal sclid
waste autherity's siting plan. Additicnally, these commenters
suggested the adopticon of a2 number of sections from the State's
solid waste regulations dealing with the feollowing topics: geo-
logical and hydrological factors, existing land use, environmen-
tal assessment, Pbonding and financial assurance, disclosure, and

water pollution cont¥ol.

Hospitals were, however, extremely concerned about the
strictness of the commercial standards. The HA and a number of
hospitals expressed interest in hcospitals combining zresources
with other hospitals and perhaps even other types of health care
facilities to develop Shared facilitlies for the treatment of
infectious medical waste. ~ The Asscociation and these hospitals
are concerned that the standards and public hearing process for
commercial facilities will.discourage and perhaps even be prohib-
itive for this type of '"local" venture in that the proposed stan-
dards are designed £fcr large-scale commercial facilities which
treat large quantities cof infectious medical waste. These hospi-
tals appear to have in mind a small-scale facility which would
likely be 1located at one hespital and would treat infectiocus
medical waste for only a few hospitals and other health care
facilities within a small region such as a county or possibly a
few contiguous .counties. They indicate that such infectious
medical waste treatment facilities, which could be operated on a
cost-sharing, non-profit basis would be a viable cost-saving
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alternative and would not need to conform to stringent standards
directed at large-scale, profit-oriented commercial facilities.
They believe that the propcsed commercial standards are costly
and unreasconable for this type of facility.

Response: Only commercial infectious medical waste inciner-
ators are prohibited by the state code. Commercial facilities
using other approved methods of treatment may be granted a permit
if they are in compliance with the proposed rule and the statuto-
ry requirements set forth in W. Va. Code §§20-5J-1 et seq. Re-
view of a propocsed facility is provided through the required
pukblic hearing and comments made a part of the appllcatlon for
permit. - -

The Department must conduct an investigation of the infec-
tious medical waste stream for any proposed facility and deter-
mine that infectious medical waste minimization programs have
been implemented before approval of a commercial site can be
granted. Although this review process does not specifically
limit the size of a facility, the economics of the minimization
program requirements increases the likelihood of small infectious
medical waste treatment facilities serving only limited areas.

The adoption of the county and regional waste sheds was
considered but not implemented because the Department believes
that the use of specific boundaries could result in increased
transportation of infectious medical waste in instances of facil-
ities at waste shed boundaries.

The final product of a commercial infectious medical waste
facility 1is solid .waste, therefore new commercial infectious
medical waste facilities are not exempt from compliance with
standards estakblished by c<ounty and regional solid waste authori-
ties.

The addition of a number of sections from the solid waste
regulations would require substantial addition teo the rule. The
Department plans to give this comment further consideration. The
Department is also sympathetic to the concerns raised by the
hospitals regarding allowing scome form of combined leocal facility
and believes that it may be possible within the strictures of the
Infectious Medical Waste Act to devise an approach to accommedate
scme form of relatively small local non-profit treatment facili-
ty. The Department intends to further ccnsider these issues and
intends to put forth a proposal for public hearing and c<omment
for a revision of this proposed rule some time in 195%2. The De-
partment believes, however, that it is necessary to proceed with
promulgating the rule in its present form (as filed with <the
Legislative_ _Rule-Making Review Committee) and plans to proceed
with an emergency £filing early in 1882. The Department notes
that Legislative deadlines for these standards have already
passed. .

62. Cormment: Section 11.5. The West Virginia Hespital Associa-
tion stated that the "criteria are sc nebulous and vague as to be
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unenforceable” and are not reguired by H.B. 2141. The Associ-
ation recommended that these standards be removed.

Response: The language of Section 11.5 has been clarified.
Legislative findings of the West Virginia Medical Waste Act found
at "W. Va. Code 8§20-53-2, first and second paragraphs, clearly
identify the Legislature's concern with envirconmental issues;
there are additicnal references to the environment in the act. '

63. Comment: Section 11.7.1.1. It was requested that the words
"or locations"” should be dropped tc make the language consistent

with the Medical Waste Act.

Response: Agreed.

64. Comment: Section 11.8. Environmentally oriéented commenters
suggested that a copy ©0f the pre-siting notice filed with the
Department alsc be provided te the apprepriate county or regional
solid waste authority or county commissicn within five (5) days
0of the publication of the required legal advertisement.

Response: Agreed.

65. Comment: Section 11.13. It was suggested that since com-
mercial infectious medical waste management facilities are not
permitted to utilize incineration technology in any form, the

language in 11.13 should be changed to refer to Sections 10.3

through 10.5.

Response: This technical suggestion was implemented to
clarify the item.

66. Comment: Section 11.15. Environmental interests reguested
the specific listing of a number of items about which the secre-
tary may reqguest additional information from a proposed commer-
cial infectious medical waste facility. These included: impact
on transportation facilities; public water supplies; land use
patterns; agriculture, commercial, and residential real. estate
values; wildlife; endangered or threatened species of animals or
plants; aesthetics; socioceconomic conditions; wetlands, surface
waters and underground waters; and other impacts as determined by
the secretary.

Response: Text has been added to c¢larify that the Secretary
has the autherity to ask for additional information related to
the siting o©of a commercial infectious medical waste facility.
The Department believes that an attempt to construct an exhaus-
tive list would be fruitless and has chosen to rely on a broad
general approach.

67. Comment: Section 11.16. Environmental interests noted that
the exemption from the prohibition of the use of incineration in
a commercial infectious medical waste facility granted to the
type of small facility described in Section 11.16 is in direct
contradiction to the Code. They also noted that Sections 11.4,
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11.% and 11.10 are required by statute and the exemption from the
requirements of these sections granted in Section 11.16 is in
direct contradiction toc the Code. They further stated that the
Code refers to commerclal infectious medical waste facilities
without separate mention of "small? commercial facilities or
commercial facilities dealing with sharps and that even a "small”
facility that would deal with sharps is still a commercial facil-
ity. As such it should be made to ceomply with all provisions
applicable tc any other commercial facility.

Response: This section was written only to permit local
drug stores to use. special small-scale processes to treat only
sharps and syringes sold to their customers and returned to the
store in appropriate containers. The processes contemplated for
approval produce a non-infectious, non-hazardous form of the
sharps (sterilized and enclosed in a form of plastic) safe for
disposal in a sanitary 1landfill without hazardous by-products.
This activity is limited to sharps used in individual households
and is beneficial in that it will reduce the probability of inju-
ry to refuse workers, limit the amount of transpeortation of medi-
cal waste in an infectious state, and provide a cost-efficient
method of treatment of these hcousehold infectious medical wastes.
This type of facility would be restricted to an approved treat-
ment method not utilizing incineration in any form.

This type of facility and prccess actually serve.to reduce
the infectious medical waste stream going in to landfills or
larger treatment facilities, thereby obviating the need for in-
vestigation of the infectious medical waste stream as reguired by
Section 11.24, Similarly the Department believes that the nature
of the facility (local drug store) and process make a full-scale
public hearing process unnecessary. Finally, the lack of mention
by the Code of any distincticn among commercial Zfacilities by
size does nect prohibit the Department £rom establishing such
distinctions as part of the licensure process.

Section 12

68. Comment: Section 12. Two suggestions for additions were
received. One was to reguire that the number of containers in
any one shipment be stated, and the second was to allow the use
of computer-generated manifests provided. they include all re-
guired information.

One hospital suggested that the manifest regquirements seem
to be designed for commercial haulers and suggested that small
generators within a given area be allowed to transport quantities
greater than 50 lbs. per meonth to a non-commercial facility with-
out manifests. - This would allow s$mall generators such as nursing
homes and clinics to operate under the same procedures as the
large facilities with several sites in one county (for example,

Charleston Area Memorial Center and the West Virginia University
Hospitals).

Response: The number of containers shipped will be reguired
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on the Department's manifest. The rule has been medified to
allow the use of cther manifests if approved by the Secretary
pricor to use., A facility generating more than 50 pounds of in-

fectious medical waste per month does not meet the statutory
definition of a small generator.

69. Comment: Section 12.1. One transporter suggested that all
manifests should be numbered in the upper right hand corner. To
assist in tracking, this number should be on every carton in a
visible area. The numbers should also be a part of the logglng
and reporting process. - .. . _

The commenter also -suggested that the transporter. retain
photocopies of the generator-completed manifest and attach it to
copy #2. This would provide protection for the generator in the
event of loss or destruction of the original. This record should
be maintained by the transporter for a period of three years.

Responses It would not be useful to utilize a manifest
number repeated on each package ¢f infecticus medical waste since
each package is required te be labeled with the pertinent infor-
mation. The completed copy of the manifest would be located at
the treatment facility and the generator, therefore an additicnal
copy to protect the generator should the completed manifest be
lost would ndt be necessary.

70. Comment: Section 1Z2.9. The West Virginia Hospital Associa-
tion noted that the rule relieves small quantity generators whoe
elect to transpori their own infectious medical waste from mani-
fest requirements. The Association stated that hospitals should
have the ability, if desired, to regquire manifests from any gen-
erator including small quantity genrnerators and ambulance compa-
nies, local health departments or small physician groups, nursing
homes, etc. The Assoclation believes that such practices may
result in better control of infectiocus medical waste.

Response: The Department notes that hospitals do not need
regulatory authority to require a manifest from small generators
whese infecticus medical waste it treats, but has added language
to clarify that the rule does not prohibit this.

Section 13

71. Comment: Section 13.4. Commenters made several suggestions
about reporting by generators and transporters of  infectious

medical waste. It was ncted that routine reporting is required
only for 1591. The information for such a report would is avall-
able from manifests. Commenters believe it would not be diffi-

cult in_ this day of ccmputer technology to prepare a report.
. Commenters suggested both annual and monthly reporting for gener-
ators and transporters. It was suggested that monthly reporting
include volumes, disposal sites and methods of disposal. Commen-
ters stated that the information is crucial in determining the
need for commercial infectious medical waste facilities and also
that it would be useful for purposes of verification of that
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infectious medical waste is being handled in an environmentally
acceptable manner. ‘It was also suggested that all generators and
transporters report any spill of 50 pounds cf waste or more to
the employer and the Department, with the report postmarked with-
in two working days from the date of the spill.

Response: The rule has been modified to clarify that annual
reports are required from all but small quantity generators and
those exempt under Section 2 of the rule. Quarterly reports are
required of transporters. A reguirement for spills c¢f 50 pounds
or mcre by transperters to be reported as soon as possible has
been added to Section 9.8 of the rule.

Section 14

72. Comment: Section 14.2. One commenter requested that the
rule _require inspections of infectious medical waste management
facilities at least every 3 years.

Response: Infectious medical waste management facility is
an all inclusive definition. Within its framework is any facili-
ty that generates infectious medical waste, including households,
physician and dental offices, veterinarians, nursing homes, hos-
pitals, and numerous others. To inspect each of the every three
years would take an enormous effort, which the Department does
not believe would be productive*or cost effective. The Depart-
ment plans fto inspect infectious medical waste facllities re-
gquired to have a permit to operate twice vyearly. Small quantity
generators willl be inspected on a complaint basis. Infecticus
medical waste management plans for small quantity generators will
be reviewed on a random selection basis until reviews are cur-
rent. This review will be a lengthy process; it is estimated
that there are approximately 7,000 small quantity infectious
medical waste generators within the State.

Sections 16 and 17

73. Comment: Sections 16 and 17. One hospital criticized the
civil and criminal penalties prescribed as entirely excessive.
It was stated that: "No environmental damage has ever been asso-
ciated with medlcal waste." ... "By wvirtue of these penalties
one wonders 1f the Department of Health is attempting to protect
the public's health or if the political pressure and influence
exerted by extreme environmental groups are dictating public
policy."

Response: These maximum penalties are set by statute to
discourage violation of the rule. The language of the statute
permits setting lower penalties for lesser violations. Addition-
ally, the Department will initially take an attitude of working
with facilities to correct violations and would not choose to
pursue civil monetary penalties except for flagrant or chronic
vicolations of the rule or statutes.




ek e £
" Mo T RO A R
! ARG oy
\\\\A <k ux/,:m_hnef blhis NY O Yo mw.wn;ﬁv,-/; mwﬁewj, ol T ,//.p/¢ﬁbmm‘, ‘ up ,savm -
N 31PN, ONS T R
4\ \Tfﬁ%&.s\\ _N%E:H%Hmnzq &mﬁmtmy (27 wz__r_YLe _ ,\wyﬁ _ ) ,FVadVA _
#
NP0 ) Y2 DR 2] A Ty y vy AT S vty
IR TR G, ] )
e EAAN P T vrmy e A &.?Q*Tz&w._..ua_\q C% F._dkl._c\d i.ﬂx\, 91 TR ﬁ RN i
{ | :
E T N S TP S B s I B R B
. \
» EREY M/_,.z__/. «?J/QU/Z/W.Q e u.m.w,b P IN T ,./an \\M /Z/QQ/;,/, f.éf..a ﬂ//“ _..u . .//. .
{ON/83HX) (XNY 41) - £§899aQqv AHYN
INAHHOD OF, JHLNASIYAAY JNOHH -

H5IMA NOX 04

1661 ‘€ 1290390

2y 2ISBY TEITPOW snofpioajul pasodorg

ONI¥NVEH D1'IENd




7y TT7T77 \JJDY:;:% T T %\\ Qsz

=W

j M/ﬁ/% AN O Jm@.ﬁﬁﬁdﬂ TS

ﬂ Jﬂp&&l% | ey

[ C !

¥ A0l

ENIEA N IRV RNER P fer ST

{ |

S

. 7
\ ‘3 \\n.\u

3 W\M‘\.ﬁ ) wﬁ Qw\ \

| (2
B Y

Torst 7 gy

7y ) 1Y
(5277 gy M v
A uv - - __._. -~ _\A,.“.waewxﬁr.w .._

__;:.WL /; .].r;/ _‘..w/:.,ﬂ EIY _2/ .;_.:A.u..,u/.:u/,,w SR _\./u..,...‘__f

FAYRR ,Fci e E LR " i
i \\“.‘ S G..u‘s .]-_..H-\ a ..‘.J./ Eie N\v \M’A y ﬂ \x ’ \wmt\\tx\\ﬂ ﬁ\\:ﬂﬂvw * 7 ..\.. ] .\\\\ \ cgrle 0 ¥ 0T —\\\‘ ? 7 - W. ~

‘ g2 P Y \wm-\ L \i , L

Y \H% V) .MQ:& §§§§Q KWW % n ] _.._Nw wﬁ Yipag”
; SO e ‘,\__\ \Q\ T N S FE AT R

Mvm sz \.-avﬁ&}dzﬁw M —

I s S ué

rJ w&c\vi ZVL

/ .
S@éﬁw% r.?.ﬁw&m\ww
/7 -

(ON/8AX) (XY 41)
JNAHHOD 0L

"HEIA NOX 04

SN SSHUGAV-
G4INASAUATT ANOYD

HHVN

1661 ‘€ 1240320

2Ny PI8BH [BITPOW snofidaju] posodolq

ONTHYAN DH1'1dnd




\ ) N ___ J—

v b

Nt Ao CING ST .
: { (-
&7 27 w&ﬁ; ) Ve F%&ﬁij@NNK fHWANMV .NNWMH&\MV R
i e 70 T
/ e /
» . ) ~ LRI NLETAURY [V
. (7 ﬂi\.\M\‘ \Jf s XLM ) ,J
Y _ T - B/
\\ \\\X\L »w wY;\AuwNﬁQ \x\ hJﬁuw\\ﬁ
S Qe s 2 . v ???i\..\w\\w\\

Auﬁ;/a <mo¢qqu,>s ﬁaAumu

i I A
{ é

Y

%

SHTOHW A

wa \m;mw;swuka &vtwaﬁﬂwx”vwwﬂw\x \qaxdmymw

n\tavuxw¢wmx\np \\LQvaancmulx\ aqcxmww\

\\\_ ﬁww - %_.Mg \wwﬁﬂQkﬁ quww ‘<1~HWHFwSmV :\ \\;ﬁ 1 JJMMA:\ : ﬁﬁ.ﬂﬁuA
\v\xe\mﬁ\ vy »\ww\ Y22 Lagrip /\éﬁmwéﬁ% A e
_ N
.87@@@%@%43J§§ i cORNY zﬁfiﬁ /7
ANYN

{ON/83X)
LNEHHOD 0L
"HEIA NOK 04

(XNY J1) - ;«a
aZLNASTNIAY m:ozc,

1661 ‘€ 1990120

owzm o1sey [EOIPO Bnofloojul pasodoxq

ONINVAH Oi'I8nd

SEHYAAY-




+

e

M .\r<fwmﬁﬂnww ) SNy I L N A \_ws>\¢w mmmsm
?;muxs;f\\phix\Mu x»ctigéwiﬁ.T¢¢J ;v:;\ <n*¢;%w‘m

T WIAS AT Sy ) m\ T o
2 7 T ;\ L;/ S\, C TC s T / ﬂ.w_mz.w ,ﬁ ../.ﬂ J, “_ A_
T ;:uiawg/_3?$¢#/ ?ﬁé%i\ééj4f J%éfﬁmzf.f,
L T Ty U A
|y ) vy (VO Ty Rd & R AT
SERVILIRIN ALY ) ST ]
RS s 2 2= Mo . \Mkuw\q \\_wm.h\ ) DIl

Yrih Q)

“2) \ ki

?

’ - %q

e

AN e A4 Ve qwakﬁm&h
3T

(2L, fe B A

ﬂg\ nivxwuﬁ\@w_

2005 X 0L

7

K4

Lo T ﬁ
. I's

L v Wt

[ENENDY

N 2 x
\\c:.. T, e
A

A g S araAss v Frovr 0t
‘ .
(ON/SHAX) (XNY dTX) ..o - i SEARAAY AHVH

LNIHHOD 0J AALNASIUATY ANOWD = -+

HEIMA NOX 04

1661 ‘€ 1240190

aruy 9I88y T

Tpe Bnop1a9jur pesodolg

ONTHVER D1'18nd



/
[ v A~ pL I s Rl E 7 VP I A | ﬂﬂ»v 7 ~Z T+~
) ~w N\\NNW%\V o wN\ 777 r ATV =
i . .
SOV P ST T
) oyl phikd / ‘
N .\. ﬁQ Q- N \.u\..“_. - 38 ﬂﬁ\..us._ (7 riﬁ.\ 'y 7..,L.mu_ Y ﬁ\f ]
_ o wm“. R R V74 P LE - .
ea | . 1os s ¢ M) msﬁsw«.wn%¥:,\
/! 5SSt \I\.\. \\DQB\S ‘ ‘ 1000,/ S c\\\\.\t 0% >/ S
{ON/83EX) . (XNY A1) - e e gsRNAAY | AWYN
LHFHHOD 01 GALNABTUATY dNOUD -

gIm NOX oda

1661 ‘£ 1990190

a[ny 218K [EIIPIH snopldvyul pasodoiy

ONIavaN DIdand




réTLSiﬁvu 15 @ CIT9)

IO nmN ‘M_ru*l—

Uu<zﬁ_wnﬁ \ wmv

C e _QQ?JNK x%&?ﬂM& xw@ﬁ@*m%Q€@5$S&Pv;wNﬁﬁ ‘éﬁu:\ \mii\\
[ [
(s DHAG < p r¢1ﬁéﬁﬁ ey,
4 %.,\ \\R\\\\ .M\\ =

:. a;“\\
L

HsIm NOXK 04

1661 ‘€ 1940320

any 9I8eH [ROFPIN snorivagul pasodoig

ONITAYEAN DITHNA

»
" ) = o - B p _ - i
Ay ¥ ) e rhy PG Y MRy JusT - :: /A
o Ny iy e roAAAN T ) mﬁw _u\ﬂbg ,Tv..ﬂ\% \Ma \m%fﬁu X/ _\ / A,\ TQ; \: /w ,,; 17°
) Pk v ‘
A TrAARE ikl m..\ﬁ‘\.. e \. o -5 e \LQ. g N7 AL v EREN RGN T,y
- « S 5 4y ALY VIV
\ N . .~ f - . L f - U R | = e v;.\h
3 c\vwv\ "y plor ¢ww3\ AESIREY, .U.\\N\ ;
(oN/83K) (ANV AX) - i o sEA¥AAY AHVN
LNAHHOD 0l AFLNISIUGAY ANOUD =




Beckley Hospital, Inc,

1007 S. CAKWOOD AVENUE

BECKLEY, WEST VIRGINIA 25801
(304) 256-1200
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I Comments on Proposed Infectious Medical Waste

64 CSR 56

Desr Ne Haward,

»

Infecticus Nedical Waste nuid
and [ wrould like to woice concern -

a2 reviewed the proposed
tember I, 1991

H--'-J.Jd L

3.7 1 through %.7.3 deal with vehicles used to

zotinus medical waste, Back-hauling of focodstulr:
b pormﬂ"fed and 1s prohibited bv 978 Howretrer
ng w111 require this nospztal

L

and
< te can newver be BHEPOTth “‘" the same e
T s are made mutualiyv exclusive for fhe life of a wvehio'» =
ion 9.7.5. and disinfection s not made avallable as an
rnative.
as}’ and may, on occasicn, transport smail amounts of |
waste and-on another occasion, franspert a small amount of
foodstuffs. I would like to offer an additton (pegsibly numbered
Section 97 Lb-whih Wikl satisfy the uitent'of the rule, protect o
public hzalth and’tause much less hargdsh -and,/.or_ expense for
smaller mqﬂfut:q s : T
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570 E el tq, removable, cargaqccr.rydjag' partmas are
<& cefb 8le .fmf If used, shall comply with 9.7.1

Mrougb 9.7 5 in !zeu of rbt o tzre vehicle.
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This addition would allow nstitutions that have muiti-use
venicies, /& small trucks. to optain a separate contaiher section
Jor thie wvehicle that would be dedicated t¢ the transport of
infectious medical waste and cecured in/on the vehicle onby when
rhis occurs All other requirerments would still apply o the entire
wenicie } 0 k 3 ‘ £ ty :

Freventing the simulitaneous transport of infectious
te foodstulls (enven in seperate container sectionsy can be
accompliched by adding the fcllowing clause to Section 87 5

$ 75 food or feed simuitaneous lo the transport orf
infectious rmedfical waste.

Making these changes would protect public health bur
preciude the need for the purchase of an additional vehicie This
would help minimizing the costs related to compliance with
44 7SR T6. A wehicle ¢could then be used for occasional
transportartion of foodstuffes without risking exposure 1o infecrious
waste which had been transported in an entirely seperate
container. It should be noted that all food s normally delivered o
hospitals by suppliers but there will alwavys be extracrdinary.
cirocumestances that arise from fime to time, requiring hospital
wvehicles to make smail pick-ups.

I hope vou will consider these comments in assembling the
final drart of the ruie. The proposed additions do not weaken rhe
ruie and would be very helpful to small institutions [ will attend
the public hearing on Cctober 3 and [ would be glad to discuss this
with vou or yvour staff before or after the hearing. [ can be
reached at The Beckley Hospital 304-256-1408,

3incerely,

Joseph A Wyatt -
@il Delaura
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Waste N
Systems"

BROWNING-FERRIS INDUSTRIES

Ms. kay Howard
Fegulatory Developmant
Room 204, Building 3
Capitol Complex -
Charleston, West Virginia 23308

Dear Ms. Howard: . ) .

Browning~Ferris Industries Medical Waste Systems (BFI) is engaged in -
the transportaticon of infecticus medical waste in the State of West
Virginia. I am pleased. to have the opportunity to comment ©n the -
rroposead: - ' '

Title 64
West Virginia Legislative Rules
Department of Health and Human Resources
Series 56

My initial comment concerns Rule 6.3 Labeling Reguiremencs. The
labeling reguirement as proposed is bpurdensome. I suggest that the
labeling requirement be revised to include the name and zddress of :the
generator and the original transporter. All cther information such as
packaging date, weight, number of containers, and any transporcers
other than the primary transporter will be listed on the accompanving
manifest as proposad in Rule 12.

My seccnd comment concerns the need to obtaln a transporter reormisz v
the time that these rules are zdopted. I suggest that transpcrters ke
allcwed a grace period of 30 days to have an application res:rned :to
the 1Infectiocus Medizal Waste Program from the time <na-  these

applications are available.

My third comment is a recommendation add the following language tco
64-56-9 Transportation.

"A small quantity generator of medical waste may ¢transport
infectious waste (as defined by 64-56-3.3.9.2.4 - Sharps) via the
U.S. Postal Service provided they are packaged according to.
64-56~6.6.2 and meet the requirements set by the U.S. Pocstal
Service for packaging and class of mail service."

Mail: P.O. Box 323, Lesage. West Virginia 255370329 (304) 525-1831
Shup: Industrial Lane, Kyle Industrial Park, Huntingtan, West Virginia 25702
{304) 525-1831  Wais (B00) 3310988 FAX (304) 525-0399%




Ms. Kay Howard el e
Regulatory Development

Ccteber 1, 19591

Page 2

This will allow small guantity generators in a rural area to comply
with the rules 1in a cost efficient manner and protect solid waste
workers. By conforming with postal requirements the health and safety
of postal workers will be maintained as well.

My next comment regards the off-lcading of a small collectien venicle
te a larger truck or traller for transport to a distant disposal
facility or the off-loading to another vehicle if the original vehicle
ls disabled. I recommend that a rule 9.3.3 be added that stares:

"Infectious Medical waste may be off-loaded to another
properly permitted vehicle. This will require that the manifest
be signed indicating a change in custody of the infectious waste
to the secondary transporter.”

My next comment is a rescommendation be added in the Transportatiosn
Rule £4-56-% that requires refrigeration of infectious medical waste
if it is not delivered to a treatment facility within 24 hours. This
change will help to maintain infectious waste in a non-putrescent
state. :

My final comment addresses Rule 64-56-12 requirements related to
manifests. It is common to the industry to use a computer generated
manifest. I recommend that language be added to aliow this, but
recognlze that it has to duplicate the fouxr part manifest available
from the secretary.

Thank you for your time and consideraticn of these comments to the
proposed rules. Please contact me if I or Browning=-Ferris can be of
any addéitional service to the Infectious Medical Waste Program.

Sincexely,
—————-— hl
/Y
Tom Millexr
Regional Medical Waste Manager

™:cah

c¢c: Jackie Flora VL}/
Charles Mclaurin

Judd Doerfler W IU] 3\{”




CALHOUN GENERAL HOSPITAL

RECEIVED

October 1, 1991

Yoo 1898
Ms. XKay Howard REGULATOR
Director, Regulatory Department Y DEVELOPMENT
Department of Health and Human Resources ' : . SECTION

Room 204, Buiiding 3
1800 Kanawha Boulevard, Zast
Charleston, West Virginia 25305

Dear Ms. Howard:

Calhoun General Hospital wishes to comment on the propesed rules for
Infectious Medical Waste Rule., The legislature stated. that the public
interest is best served by on-site separation and treatment of infectious
medical waste, Our hospital 1s very concerned and has taken all necessary
steps to ensure the safety of all concerned parties,

The proposged rules gives some needed direction, but taken as z whole

they increase the cost to a prohibitive amount for a small rural hospitzl.
These rules would further comprise the safery and welfare of the citizens
of West Virginia. If the ipnfectiocus medical waste is stered and then
transported, there will be additional opportunities that will compreonise
individusl staff safety and possible exposure to infecticus medical
waste, : .

The better view would bte to develop rules that would be practicel =nd
effective to protect 2ll citizens of West Virginia. The hespital woold
support and does support such effects by the legislation. Mr. Seonald
Eurich, of Eurich Incinerator, will be testifying at the public hear:n:
on October 3, 1991 in this regard. The committee should evaluate h:is
comrents and re—evaluate the proposed rules and regulations.

The hospital does not feel that the public interest and safety will Le
improved by the proposed regulaticns. The hospitel does nct support
the interlocks on loading doors, this is simply not feasible., It is
net necessary te have monitering and recording equipment feor primary
and secondary chambers of the incinerator. I!onitoring is needed, but
monitoring of the secondary chember is all that is needed to ensure
safety.

The requirement that requires z 3% fix carbon and 953% burnout is not

practical, A more realistic approach is needed. A cost benefit analvsis
of the other purpcsed rules, such as monthly organic carbon conrtent

P.Q. BOX 490 / GRANTSVILLE, WEST VIRGINIA 26147 / TELEPHONE (304) 354-6121




Ms. Kay Howard
October 1, 1991
Page Two

testing, permits, operator fees, spill management kits, and storage area,

among other items, needs

The total increased cost.

factors, but an increase
increagsed cost would not
safer, We wculd reguest

to bhe evaluated.

to the hospital depends upon several unknown
of §5,000 -~ $%10,000 per vear is likely. This

result in making the citizens of West Virginia

that additional research and evaluation, zlong

with more public hearings be held before any rules be adeopted.
We appreciate your consideration.

Slncerely,

////‘)/ﬁa,xkz’*7h“éj;1ﬁ;7
Lawson, J.D.
Administrator

AL/1ke




Charleston Area
‘edical Center

September 30, 1991 00702 /]/EO

L"bWr 92,
Ms, Kay Howard _ s D;;,a
Director, Regulatory Department ey, 0py
Oy &y
Department of Health and Human Resources T

Room 204, Building 3
1900 Kanawha Boulavard, East
Charleston, West Virginia 25305

RE: Proposed Infectious Medical waste Rule

Dear Ms., Howard:

The process for promulgating the proposed infectious medical waste
rule has been a Tong and arducus one., The Department of Health and
Human Services, specifically Jcoce Schock and his staff, are to be
cemmended for the collabeorative method used in development of the
proposed rule,

However, it is our considered opinicon that the croposed rule places
unnecessary restriction and requ1rements on the hea?thcare ingustry
in several areas:

1. Many activities required by this rule are appropriate for the
management of hazardous materials (chemicals) but are unnecessary
and extremely costly for the appropriate management of infectious
medical waste. It must be emphasized that thare is no facrtual
information to indicate infectious waste causes envirommenta)
consequences {(see New England Journal of Medicine, August, 1981)
but the rule 1is writtenm as 1if infecticus waste poses the same
threat to the public as chemical waste regulated under subtitle C.

2. This rule may discourage efficient treatment and disgosal by
placing burdensome restrictions on the healthcare industry. The
rulje does not sclve a problem but instead creates larger concern
fer gocd management practices due to the complicated system
required, Individuals who find the required activities confusing
or non-essantial will find alternatives rasuliting in poor practice.
The economic consequences for the healthcare community can be
disastrous as options for disposal and waste management are
@liminated. ; - - :

YA




Proposed Medica) Waste Regulations
comments
Page 2

3. Restrictions placed cn generators of infactious waste having
on-site treatment facilities will, from a liability and regulatory
parspective, precliude that generator from agcepting infectious
waste from off-site generators. In as, it is the "policy of the
state of West Virginia to prohibit commercial infectious medical
wasta facilities”, small generators {physicians, dentists, public
health clinics) will be forced to contract with out-of-state
medical waste disposers., The intent of this ragulation to inhibit
or prohibit the construction of commarcial medical waste facilities
intended for treatmant and disposal of out of state medical waste
has resulted in West Virginia exporting medical waste to other
states at an economic cost and burden to the c¢citizens of West
Virginia.

4, The preopecsed rule deoes not provide an effective mechanism for
hospitals to coordinate efforts in waste management, 1.e. to
develop joint ventures to manage madical wasta within a local area.
Section 11.5 outlines stringent requiremants that would effectively
preclude establishing new facilities.

wWe would like to make the following comments as listed below 1n
reference to section numbers identified:

SECTION 2.2 - Exemptions

2.2.1 states that Thouseholders shall place sharps 11n a
coentainer...”". Does the legisiative authority vested 1n wWv Ccde
Saction 20-54-2 give the Department of Public Heaith the power to
regulate and penalize individual housenolds and citizens? If so,
who will enforce this provision?

2.2.2 requires ambulance and rescue services to package and deliver
their own generated medical waste to a permitted Infecticus HMedical
waste Management Facility. The rule with its severe restrictions
and penaities will praclude hospitals with treatment and Jispesal
capabilities from accepting this waste. Ambulance and other rescue
sarvices will as & result need to contract with stata registered
commaercial haulers and disposers,

TION 3 = Definition

3.1 animal carcasses: this definition is so open ended by virtue
of the phrase "or for any cther reason” that farm animals could be
included.




Proposed Medical waste Regulations
Comments
Page 3

SECTION 4 - General Permit Application and Approval Procedures

In the existing language provided, no time frames are set forth Dy
which permit applications and approval procedures are 1o be
completad. Language states that upon date of promulgation, health
facilities will be raquired to submit permit applicaticns within
a 60 day pericd. While this time frame will allow the nealth care
facility t0 complete the appliication process, no form has yet Dbeen
provided for this process.

SECTION 6 - Packaging and Labeling

There is no definiticon provided of what constitutes a package. Is
it an 1individual bag or ssnfectious waste bags contained n a
corrugated container?

6.2.2 The provision for heavier materials to be “supported in
double-walled corrugated fiberbocard boxes or egquivalent rigid
containers', does not provide adeguate description of containers
reguired, Containers shculd meet performance standards 1n tnhat
they are toc remain crush proof during storage and trarscort
operations. This has been the policy ©of the US EPA 1n tnsir
“standards for tracking and management of medical waste 40 CFR Part
2g89,"

§.2.3 there 1is no such thing as a leak procf sharps cortairer,
Leak resistant 1s a more appropriate adjective.

6.2.8 Personal Protective Eagquipment for workers fs esserzial.
However, the OSHA Bloodborne Pathogen Standard has not been enact
and should either be identified here as a proposed stancard
deleted.

]
ed
or

6.3 it 18 unclear under 5.3,1 as to what time a label 15 to be
affixed on the infectious waste '"package”. If this lazeling
regquirement initiates at the time infectious wastes are temrpno~arily
stored or intrafacility transported, this will create an undues and
unnecessary burden to the healthcare facility.

The requirement that the Tabel should include weight would mandate
that each hospital unit have a scale for measurement at every area.

It should be made clear that these labeling requirements only
pertain to off-site transportation of medical waste for treaiment
and disposal to non-owned treatment/disposal facilities. This
information is best contained on manifests accompanying tre2 above
shipments. '




Proposed Medical Waste Regulaticons
Comments
Page 4

£.3.2.4 where doeas this statement go? On manifest? On treated but
still recognizable waste? To whom does it go? Is it to be
retained in documentation? This provision 1is batter place under
manifesting requirements as provided in Section 12.

SECTION 7 - Management of Spills of Infectious Waste

7.1.1 under this section it is obvicus that the writers of this
regulation know 1ittle about what constitutes an infecticus waste.
and the hazards that are associate with 1it, The absorbent

raguirements are totally excassive. Based on the ligquid contents
typically found in a medical waste JTcad, 1liquid in medical waste
is less than 5%. For a hauler to be reguired to have encough
absorbent {to absorb 10 sallons of liquid for every cubic foot of
wasta) would cause an gconomic and logistic burden in medical waste
transport.

7.1.3 the kit contents requiring 150X of capacity 1g also
unnaecessary., If a transportation incident were to cccur, ocutside
response would or could be called to provide the materials reguired
for decontamination and cleanup. A regquirement such as this for
medical wastes is inconsistent with standard required of hazardous
waste transporters.

7.1.4 the personal protective eguipment reguired in thi1s section
is excessive, reflective of hazardous material {chemical)
protection where the potential for chemical parmeation is present.
This requirement for infectious waste is unnecessary and costly.

SECTION - er

8.1 storage needs to be more adeguately defined within this secion
to differentiate between fLemporary storage on a nursing unit and
for temporary storage prior to transport to an off-site and non-
owned treoatment/disposal facility.

8.6 will preclude the use of tiled floors in utility rooms and
floors on trucks in that it states carpet and floor coverings with
seams shall not be used in storage areas, The potential hazards
associated with medical waste as a result of spills ang ieakage can
be easily mitigated by application of chlerine bleach which w11l
permeate through seams to inactivate, Theira is no analcgy of
chemical waste storage areas with infectious waste storage areas
as indicated in this section,.




Proposed Medical Waste Regulations
Comments .
Page £

SECTION 10 - Mathods of Treatment

10.2.58 monthly testing of ash 1is unnecessary and generates
additional cost. Alternative testing schedules such as quarteriy
then with decreasing freguency 1f ash 15 within established Timits
should be considered,

10.3 Steam Treatment

10.3.1.3, 10.3.1.4, 10.2.1.58, are physicaily non-attainable, The
application of principles of steam sterilization need to be applied
to this section. As prirnciples of physics, temperature and
pressure are finterrelated and are not independent functions; as
the pressure increases so does the temperature. Time requirements
for microbial kill are dependent on temperature and are predicated
en criteria provided by biological indicators., (8ee "Draft Manual
for Infectious Waste Management, September, 1982 - US EPA) The
time requirements for 10.3.1.1 and 10.3.1.2 should be eliminated
and times for treatment should be based upeon documentaticn that
biolegical indicators have been rendered non~viablie. In some cases
this would require infecticus waste to be treated for 30 mirnutes
or less dependent on temperature or for greater periocds dependent
cn temperature, volume density and size, Mandated time frames
provided in the proposed regulation would preclude the use of steam
sterilization as a treatment option for medical waste generated by
hospitals.

SECTION 16, SECTION 17

Civil and Criminmal penaities prescribed are entirely excessive.
Thaese penalties would indicate that infecticus waste 15 more
hazardous than hazardous chemical waste as defined under 40 CFR
Part 261, No environmental damage nas aver bean asscciated with
medical waste, (ATSDR - Center for Disease Control - Report
November, 18%90.) By virtue of these penalties one wonders 1f the
Department of HMealth is attempting to protect the public’s health
or if the political pressure and influence exerted by extireme
environmental groups are dictating public policy.
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Proposad Medical Waste Regulations
Comments
Page &

SUMMARY _ o .

We would ask that the Department of Health seriocusiy reevaluate
the language and restrictions contained in the proposed draft of
September 3rd prior to filing of these regulations. It is our
belief that the healthcare facilities in the state of West Virginia
will be adversely affacted in both tima and money without the
benefit of protecting the public health and the environment from
a waste stream that has had no demonstrated environmenrtal damage,

Dbtarbi Mo RS _

Lillian D. Merris Robert L. DeitZ
Safety Director Vice President for
Support Services




. Charleston Area
Medical Center

October 1, 1891 ’ QECE/

Attention: EKayv Howard

Director, Regulatory Development OfT
Department of Health and Human Resources g2.,.
Room 204, Building 2 - "Q‘m 3y
Capitol Complex - = e ﬂwha
Charleston, WV 25303 Sty PPHey,

Dear Ms. Howard:

We are writing to express our comments on the Proposed Infectisus
Medical Waste Rule for the State of West Virginia's Bureau of
Pubhlic Health. We will be . limiting our specific comments 3 cur
areas of our expertise:infectious diseases, infection contro:. and
epidemiology.

§ B4=-56-3 - Definitrions. We commend you for maintsaining
definitions of infectious waste that are consistent with what has
long been defined by the Centers for Disease Control. Lur only
concern 1s in the section 3.%.3. where exemptions are defined. ALl
of the exemptions 1listed are accurately classified as nzn-
infecticus waste. Howeéver, there may be many other items rhat ars
not infectious waste which =2re not listed. For exampls., a0 L.

tubing set that was used to deliver I.V. fluids to a pat:isnt :1s not
considered infectious waste. We are concerned that items zwch as
this will be left up to individual interpretation, if not address=d
formally. One way teo do this might be in the Question and sigswer

Document that the Environmental Health Division has been p.inning
to develop.

"

The requirements for labeling, packaging, transporting, w=i.I.:

and storing infectious waste need to be more clearly appli=d ' the
intra-hospital setting. For example, 1if infectious was:is .- beld
for two hours on a nursing unit, and then picked up by houssee-p:ng
staff, is that considered "steoerage" and is detailed | :r--iing
required, or can the red biohazard bag serve as sufficlent .n-nouse
"labeling?" It would seem that the additional labeling, wei127.1n2z,
and storage requirements would be unnecessary for a heosp:tal dolng
en-site treatment, fcr example, but these detalls rr= not
sufficiently clear in the proposed rule.

S64~-58~7. Mapadement of Spills of Infectious Medical Waste. ~.L.4.
lists the contents of the cleanup kit, and includes "Protectii e eve
and breathing devices.' What is a protective "breathing .. ..ce7’
A mask is not a breathing device. You may consider c¢hanzing this
to say protective faciazl barriers such as goggles and a 13k,
There are some facial shields which cover the entire {ai:=. and
remove the need for any additional facial gear. Te <a.. i a

VHA




breathing device, though, 1s ilnaccurate.

S64-38-3. Transvortation. 9.7.5. States that vehicles that are used
to transport medical infectiocus waste cannot be used toc transport
any type of food, food additives, or food containers. If a vehicle
were adegquately disinfected and if food were properly packaged,
there is no scilentifi reason to Sreohibit this singular type of
tLransportation. - -

Thank you for your consideration of these points.

Sincerely,

2 C, W G F ek, .ﬁ’bﬁq‘_

Terrie Lees, RN, M5, CIC - Eiizabeth A, Funk., ™D
Director, Clinical Epidemiology Hospital Epidemiclogist and
' Chair, Infection Contral
Committee
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comment on Title 64, Series 36 regs
QOcteber 3. 1991 page |

Enclosed please find our comments and SUggestions concerning the
propesed Infectious Medical Waste Rules. Title 64 series 36 dated
September 3. 1991,

The ltanguage in Section 6.2.6 under Packaging has been weakened, The
basic stalement here (s that containers dont have 1o be washed and
disifected unless they are contaminated or come i contact wuth improperiy
contained items It is not clear who makes the determination that thev are
contaminated. The language in 7 2.5 in the previous draft dated April 22
1991 is much more clear. The basic statement in that draft is that containers
do have 1o be washed and disinfected unless thev have been effeciiveiv
protecied from ¢ontamination We would like to see the language [rom the
last draft reinserted here in that i provides for better protecticn of the
worker s and the public’s safetv.

Concerning Seciion R Storage of Infectious Medical Waste =e would
like 10 see 8 2 written as foliows: "Excluding sharps. infectious medical waste
stored for more than 72 hours after generation must be refrigerated at 45
degrees Fahrenheit or below.” Then 8.2.1 wouid read “No infectious medical
waste shall be stored for more than thirty (30) days. even if refrigerated”
This is the language that is in the previous draf:. dated April 22, 1991

Concerning Seciion S Transportation. under 9,10 we suggest that the
gpplication state the name. business address and telephone number of each
driver who will operate in West Virginia. We also suggest that Section 9 14 8
be wriilen 50 &s 1o actualiyv require the empiovees to be trained. not just that
the applicant has established a training program.

Concerning Section 10 Methods of Treatment.

Section 10.2.3 has language that requires the use of interlocks or other
process control devices 1o prevent {eeding of the incinerator until the
temperatures specified in Section 10.2.2 are achieved. This is a good
provision. but then there is an override for siart-up allowed. [t is welil
documented that significantly more pollutants are emitted during a coid
start-up and it is for this reason that the interlocks, etc. are needed. To allow
an override for those conditions is {0 negate the language almost completels
We suggest that the allowance for an override at start-up be dropped.

In light of the fact that heavy metais that are present in incinerator ash.
and Bio-Medical Waste Incinerator Ash in particularisee chart), we eel that

Berred w54




comment on Title 64 Series 3 rags
October 3 1499] page .
ash should be looked at more closely in regards to it's toxicity and
disposition. L e T

Metals (n Fiv Ash

Average Cadmsum and Lead Concentrations from
Bio-Medical Waste [acinerators. Municipal
Waste [pcinerators and Hazardous Waste Incinerators

Concentration ug gono fly ash

Facility 7T Cadmium Lead
BMWI(l)

St Agnes 334 o $9%)
Cedars Sina: 173 . ) 18100
Sutter Geperal o sS4 o 5430
Stanford 73 24200
St Bernadines 211 254
L4 County ' 279 21800
Faiser-Permanente £30 {2500
MWI(2)

A 42 4000
B 185 -
HWI ) '

A $90 $550n0
B 140 3100
£ 1120 25400
D 4000 95000

(1)CARB tests 2.3.45578
(2) Greenburg, RR etal
(3)0ppeit TE.

"Cadmium and Lead in Bio-Medical Waste Incinerators.” D.C. Hickman and
D.PY. Chang. Department of Civil Engineering and Mechanical Engineering
Universitv of California, Davis. Presented at the 82nd Annual Mg of the wur
and Waste Management Association, 1989, June 25-30th Anaheim Ca o
Pages. Copies available from CCHW for $3.20 copv and postage costs

From "Medical Waste: Public Health vs Private Profit” pg 8
Published by the Citizen's Clearinghouse for Hazardous Waste, PO Box 9.2+
Arlington. Va, 22216




comment on Titte b= Serirs 36 reys
October 3. 14991 page 2

Ash from infectious medical waste incineraiors should he regulated at
least as strictly as ash [rom solid wastle incineralors We suggest that the
following language in 10.1.2 read as follows: "The residue or ash remaining
after the treatment of infectious medical waste 1n accordance with ihis rufe
becomes noninfecticus medical waste and mav be disposed of in the same
manner as ash from the incineration of solid waste.”

Concerning Section {05 Alternative Methods we {eal that there should
be a public comment period and a public hearing as part of the approval
process for alternative methods.

Concerning Section 1 [, Commercial Infectious Medical Waste
Management Facxlmes.

Language shculd be introduced stating that the size of the faciity must
be limited to the needs of the region. The wasie sheds that are used 0 the
solid waste legislation are the regions that come to mind. This would make
section || more consistent with the language in the following legislaiive
findings presented in WV Code §20-5]-2: "The Legislature further finds
that ... its transportation in the nfectious state, pose a potentially serious
threat to the health. safety and welfare of West Virginians.” and "The
Legislature further finds that the necessity for transporting infectious
medical waste be minimized... "

Also, the siting of the facility should be conﬂsaent mm the countv
regional solid waste authoritv's siting plan. ~

Section 11.7.1.1 has apparently been taken from the solid waste
regulations and we applaud the addition. However, the words “or locatons
should be dropped to make the language consistent with the Mediwcal Waste
Act.

We would add to Section 11 8 on page 26 the following, labefed as || ¥~

‘A copy of the pre-siting notice shall be provided to the appropriite
county or regional solid waste authority or county commission within i 2
{5) days of the publication of the legal advertisement required under Secti n
11.7 of this rule”

Section 11.2 states that “A commercial infectious medical waste
management facility may not utilize incineration technologv in anv [orm
Therefore the language in 1!.13 should be changed toread: "A commerois,
infectious medical waste management facilitv shall emplov a treatmen!




comment on Title B4, Series 56 regs
QOctoher 3. 1991 page +

technology approved according to the provisions of Sections 10 3 through
105" L .

We think the language under 1 1.15 should read as follows:

"Based on comments recesved at the public hearing or upon
recommendations received from the county or regional solid waste
authorities within thirty 1 30) days afier their receipt of the pre-siting neiice.
the secretary may require the person who submitied that notice te [urnish
addiuonal infermation on the siting of the proposed facility. Such additional
information may include, but not be limited {0, the {ollowing:

[1.15.1 Impacts upon transportation facilities:

{1.15.2 [mpacts upon public water supplies;

11.15.3 Impact upon land use patteras;

11.15.4 Impacts upon agricultural, commercial, and residential real
estate vajues:

11.15.5 Impacts upon wildlife;

11.15.6 Impacts upon endangered or threatened species of animals or
plants:

11,157 [mpacts upon aesthetics;
11.13.8 Impacts upon socioeconomic conditions:

11.15.9 [mpacts upon wetlands, surface waters,, and underground
waters.

11.15.10 Other impacts as determined by the secretary.”

If there is going to be a commercial infectious medical waste facility. 1t
ought 10 be regulated to at least the same extent as solid waste transfer
stations and processing facilities. Therefere we fee!l the following {rom the
Title 47 Series 38 solid waste regulations should be applied to commercial
Infectious Medical Waste Management Facilities:

* 47-38-3.2 Location Standards

* | through 1} under 47-38-3.7 Permit Application Requirements




comment on Title A4, Series 55 regs
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* 16 under 47-38-3.7 Permit Application Requirements

* | and 9 under 47-38-3.8 General Geolegical and Hvdrological
Submission Reguirements -

* 47-38-39 Existing Land Use and Environmental Assessment
*47-538-3.13 Bending and Financial Assurance

* 47-38-3.14 Disclosure Statement

" 47-38-3.15 Water Pollution Control Requirements

* 47-38-3.16.3 Requirements for Transfer Stations. 3.16.3.a.A s covered
by the above, and 3.16.3.b (Cperations Plan! is covered fairlv nell by
64-56-5 (Infectious Medical Waste Management Plan), althcugh there
may be some portions of 3.16.5.b that could be applied such as posting
the hours of operatien.

The references to solid waste would have to be changed to infectious
medical waste and the references 1o the Chief and the Department
wouid have 1o be changed to the Secretary or whatever is appropriate. Als¢
there mav be some provisions that obviously won't apply, such as those
pertaining strictly to landfills.

§820-5]-4 states that; "It shal! be unlawful to construct or operate a
commercial infectious medical waste facility in the state of West Virginia
Frovided That the secretary may authorize an exception to this prohibition
solely for facilities not utilizing incineration technology in any form,
including the manufacture or burning of refuse derived fuel: Lrotvded
Lowever, That such an exception may be granted only follewing: (11 the
promulgation of legisiative rules, in accordance with the provisions of
chapter tweny-nine-a of this code containing guidelines for such an
exception that are being fullv consistent with the findings and purposes
contained in section two of this article; {2} a public hearing on the record :n
the region affected by the proposed facility; (3) an investigation of the
infectious medical waste stream in the region affected by the proposed
facility; and (4) a determination that programs ¢ minimize and reduce the
infectious medical waste stream have been implemented.”

[t is quite clear that no commercial infectious medical waste facility shall
utilize incineration in any form. Therefore the exemption from the




comment on Title 6«4, Series 36 regs.
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requirements of Section 1.2 granted in Section 11.16 should fot be granted
and is in fact in direct contradiction to the Code,

I1 shouid also be noted that (2). (3) and (4) in §20-5]-4 are ail addressed
inSecifon 11.4, 11.9 and 11.10. Therefore the exemption from the
requirements of these sections granted in Section 11.16 should not be
granted and is in fact in direct contradiction to the Code, The logic in graniing
the exemption from other requirements of Section 11 escapes us. The Code
refers 1o commercial infectious medical waste fagulities without separate
mention of “small” commercial facilities or commercial facilities dealing with
sharps. This “small” factlitv that would deal with sharps is still a
commercial {acility and as such should be made tc comply with all the

provisions that any other commercial facility woulid.

Concerning Section 12. Requirements Related to Magifests. We
suggest that there be clear language requiring that the number of coniamners

in any one sfiipment be stated.

Section 13.4 puzzles us in that a report is required only for the vear of
1991. The informaticon that such a report would present is continuousiv
being supplied by the manifest system and it would not be difficult in this
day of computer technology to prepare a report annually. This information s
crucial in determining the need for commercial infectious medicai waste
facilities. ;

The previous draft of these regulations. dated April 22, 1991, had the
following language: "SPECIAL REYENUE ACCOUNT - The funds collected
from the fees applicable in this article shall be deposited in a special revenue
account in the state treasury to be used by the director of the Deparimeni of
Health and dedicated to the purposes of this article which include, dut are
not limited to, permitting, technical assistance, training, enforcement and
program development for infectious medical waste.” We would [ike to see
this language retained in these regulations.

Concerning Table 64-56A ANNUAL INFECTIOUS MEDICAL WASTE
MANAGEMENT FACILITY PERMIT FEES:

The fee for a Commercial [nfectious Medical Waste Management Faciluy
has been cut from $10,000 in the previous draft to $5,000 in the current
draft. The fee for a Commercial Storage and Transfer Facility has been cut
from $2.500 in the previous draft 10 $250 in the current draft. The fee [or an
[ncinerator Operator Registration has been cut from $250 in the previous
draft to $25 in the current draft. The previous fees did not seem
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unreasonable 1o us. It seems that by reducing these fees bv such drastic
amounts these activities are being encouraged when thev are in fact
prohibited or discouraged in the Legislative Findings in the Medical Waste
Act. [t also seems to us that these substantial cuts in [ees are paving the wav
for another of the underfunded and therefore ineffective regulatory
programs that are so common in West Virginia. We recommend that Lhe
higher fées in the previous draft dated April 22, 1691 be reinstated,

As we mentioned before. we feel that the “Small Commercial Infectious
Medical Waste Management Facilitv for Sharps Onlyv" should be treated the
same as anv other Commercial Infectious Medical Waste Management
Facility.

Sincerely,

- P " -
/oo Mstcnoe TE

J "
Missy Woolverion Tom Degen




ED's ALL CLEAN DISPOSAL, INC.
P.O. Box 6488
Charleston, WV 25362
(304) 342-4827 o T  1-800-345-46880

(in W.¥a. outside Charleston)
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Department of Health and Human Rescurces
Regulzatory Development
Room 204 Building 3 )

Capitol Complex ' T e Ammal neu msaies
Charleston, WV 25305 m”%iji’{ﬂﬂm“ﬂ
Attn: Kay Howard o EERAFTH

Comments to draft rule Title, Infecticus Medical Waste
CSR Title and Series 64 CSR 36. -

Pg 13- 6,2.3.2 - this should read, All sharps rendered Non-
Infectious should be placed in a sharps proof container be-
fcocre transporting c¢ff site for landfill disposal to protect
the health of sanitation and landfill emplcyees. Should
one of these esmployees be injured by an accidental s:ticgk
after exposure $0 bacteria in the trash truck or landfill
the potential risk to the victim could ke great with pcss-
ible damages by litigation to the generator.

Designate a separate portion of the landfill for the
disposal of treated medical waste in the event the follow-
ing should occur. }

1} Accidental disposal of non-treated waste

2} Accidental disposal of radioc active waste

3) Making landfill employees more aware of
possible dangers

4) Reduced clean up cost in the event of acci-
dental disposal of non-treated waste

Monthly reporting to the West Virginia Department of Health
by all transporters and all generators. This portion would
verify that all generatcrs and transporters are treating
infecticus waste in an environmental acceptabls manner.
Provide monthly vociumes and disposal site and methods of
disposal also providing a system of checks and balances.
(see attached exhibit #1)

Any spill of 50 pounds of waste or more must ke report-
ed to the employer and the West Virginia Department of
Health on a form provided by the Department of Health post-
marked within two working days from the date of the spill.
This should include all generator and all transporters. (see
Attached exhibit #2)

64-56~12 Manifest

A1l manifest should be numbered in the upper right hand
corner. ' '

1) Tracking purposed - this number should be on every
carten in a visible area in the event of co-mingled
waste, an accident, discrepancies by generator or
transporter. This is another means of check and
balance, thus providing some protection for the
generator.




ED's ALL CLEAN DISPOSAL, INC.
P.O. Box 6488
Charleston, WV 25362

(304) 342-4827 1-800-345-1660

(Im W.Va. gutside Charieston)

2) Needed to be a part of the logging and
reporting process
3) The transporter must re*awp photo copies
of generator completed manifest and
attached to copy #¥2. This would again
previde ancther method of protection
for the gensgrator in the event of:
1) generator losing the original
2) destrcyed by fire, flood, theft
ect.
This should bte maintained by the transporter for a period of
three years.

Respectively submitted by
Ed's All Clean

PO Box 6324

Charleston, WV 25362

B.M.W. Mad Tec.
PO Box 273
Williamstown, WV 26187

By James Parks

Encl:1ls/jp




txhioit =1

Transporter

H il T

PLELCL = Twe==—— WV Dgpi, OF Health =
Total Treatment |(Gen. Stazte
Manifegt F | Generator Name | PU date | welght|# Containers method permit| Dispo
CORZED {osp. J.S5.A. 7-3-91 11,320 89 Inc. (00023 N.C
300281 WY ZosSD. | 7-3-91 253 12 A/C 03056%1 Wl
Qop262 1 Dr. Joe 7-4-91 26 1 inc. %N.A. N.C

Signature of Employee Filing Report

Date Completed

Note:

a/c
inc
0/M

for theée ménth of

Auto Clav

Incineration

Other method, explain on back.




Generator's Name

Address

rhone

Permitc #

Transportation Method: |
Transporter Name

Address

Minifest % !Disposal Site |PU

H

Total

Treaiment Conmpeted

Date | weight #VContainers Method

Dept of Health

manifes return

30/ LINES ARE NEEDED

Month of ) . . Tctal weight for month
Signature Date
a/C Aute-Clave

ing
O/M

Incinerate
Other method Explain




Exnibit #2 _
Spill Report (Generator and Transperter)

Inity Making Report Reporting Date

Name - - - - -Phone #

address ' T T . S - Dermit #

Locaticn of spill

Date -Time

Employees Involved

Est. weight involved in clean up

If accident or spill on roadway complete:

Street or Rt # ' B " Closest town
Est. milesage from city _ County
Injuries or Exposure? Yes No Explain eon reverse side

Name of investigating officer

Citations issued? Explain

Name of driver

Number of contains involved

Manifest numbers

Explain ccntainment procedures

Was this situation avoidable?

Corrective action taken

Signature Date
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September 30, 1991 : S  RSGHLATORY DEVELOPMENT
SECTION

HIN\OLENE

A SU3S.DIARY OF FIRST 3RANDS CCRPORATION

Ms. Kay Howard
Regulatory Development
Room 204, Building 3
Capltol Complex
Charleston, WV 25305

Dear Ms, Howard,

This letter is submitted as input on the proposed rule, Infectious
Medical Waste, CSR Title and Series: 64 CSR 56, Himolene's caments pertain
to paragramh 6.2.2 of the September 3, 1991 draft of the proposed rule.

In paragraph 6.2.2 it states "Infectious medical waste shall be
contained and sealed on-site in leak-proof, plastic bags capable of passing
the American Scciety for Testing and Materials drop weight test
(ASTM-D-959-80) or, in three (3) mil plastic bag or containers with
equivalent contaimment properties.” :

We have two suggested improvements to the above sentence, which will
make the rule less ambiguous.

l. _The promsed sentence does not state the "weight" which the ASTM
drop weight test must pass in order to be acceptable. Other states which
have used the ASMM drop weight test as a standard, such as Virginia, sta=ze
the weight as 125 pounds. In the AS™M's wording a weight is not statad., The
test procedures are the same for different applications, although the tast
procedures allow for different weights depending upon your needs. For a
meaningful specification, we suggest vou include a weight amount, i.s. "12%
pounds®™ in the sentence between the words "Matsrials" and "drep”.

2. The promsed sentence allows a three (3) mil plastic bag to be usad
as an alternative to a plastic bag which passes the AS™ test. We suggest
that "any and all" plastic bajs, regardless of thickness, be required to cass
the same "performance test”. Just because a plastic bag is 3 mil thick doos
not necessarily mean that it will pass the AS™M 125 pound drop weight tase.
Various manufacturers of 3 mil plastic bags may use different types of seals,
resins, or blerds of resins, which exhibit different strength properties for
the same thickness. To ensure the contairment of infectious waste, whv not.
require all plastic bxygs to pass the same perfomance test?

Sincerely,

- K

RN T4 (e T o _
{-Lf'./'-’—//, Lg‘b"a‘ '
Robert L., Heustis

y
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NEPHROLOGY ASSCCIATES, INC.

NEPHRQOLOGY, HYPERTENSION, INTERNAL MEDICINE

DERRICK L. LATQS. M D, FACP. . MEDICAL PARK PROFESSIOMAL CENTER
HARION H DREWS. JR. MO, WHEELING. WEST VIRGINIA 25003
T. GARY KENAMOND, M.D. TELEPHONE, (3Q4&) 242-7751
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70 FMarpawha Boulevard, E«3t
Chariestaon. WYV 25302

Cear Joe: ' - ) R

This letter <contalins my commesnts anrnd concerns regarsing Los
proposed Rule for. Infegcticus  fMadical Waste, Specificall,.
sgciion 3.9.3 irmciudes -sE&weral items which are excliadad Yraom
consigderatians i Lhe Ruaie. Frevivus dgrafts of the Ruals
comtalined "language sxciucing medical | tubing and devices. These
ittens were imitially irmcluded at my reguest dwuirlng Ceoste at the

imterim study meetings.

"Maglt fregquently. medicel tubing and devices {(hemo dialyois-g,
IV fluid bagssbotitles. stc.d are used solely for adminizshbr=tion
cf rnroninmfectious fluids ang for administration of medizat.o s,

With ircreasing Tregquency. such therapy is being Dro..dso

physicianr s offices anrnd cther morn=hospital settligs. .
addition, such medical tubing 18 fregquenrntly used Iy i
setting &y patients themseives or by home ha2alith care ~u -5 =.
With rare excegption. these Jdevices are net contamimatea b LIS
fluidse and should not D2 comsidered as 1nfectious wa-Tw. it
rather 301id waste. While some of the tftubing amd bBags raw = .21
comtain liguid, thig liguid is simply a solution of elecir._ . =
and wecasionrmally residual medication, and is by in lsrgse = 2
toxic mor infectious, '

Reguiring that these devices be considered infeciizos ~:l1
pose an unreasanable and uwnnecessary burden  for small 2.2 - Tv
gererators, especially physicians’ offices. Ima phvs. 1~ s
office, for example, these =mpity bags and tubing may s.<. ..s78
quickly ang result in that physiclan exceeding the 30 powra ..l t
that would qualify him/her to be cunsidered as a smali cos’l.lv

waste generater.

I understand that the itandfill operator would met Le 21 .2 "2

determine whether or nat such deviges were infectious. Dotk
that anrny such device that does not appear to have 3 Zss
contaminaticn with blood-  can be reasgnably cung:Je =d

montinfectious, amd therefore couwld be harmdled simply as so..




waste, Howevar, arrl the generabtor cAaT Esteblish thigs wiith
prager certatnty, since satd Qe ator would Se aware of how the

device was used and whether uOﬁtamlﬁauLuﬁ hsd. in fact., ocoourred,
It anght. therafore, be suitable t3 ra2guire that the generator
Pravide arm  aitestation statement that all wedical tubing anmd
devices wonfaired i a glven soiid waste combalaer 13 cesned Lo

1
e =wliid wasite ard nat infeoctious. This attestab.isn statemensz

can oe affixed to the label on the cuitside of Lthe counbtalrer.

Some lubing and devices may be infectioua, however. ard need

to be tandlied as  infectious waste. Examblés'wouid incivde bags
that have contained blosd  or " plasma for ftransfusion, drainmage
from bedy cavities such as chest ur Eé}ztéﬁéa; fluid (incladlng
peritorneal dialvslis bags), and wused heme dialyzers ard blood

tubing. Such devices may be rendered noninfectlous by either the
sdgditian af hypochlorite solut:anm or faormalin, and could then be
harmdled as salld waste. Aiternatively, such contaminated cdevices
could be harndled as are other infectious wastes.

1 respectfuliy request that the topic of medical devices and
tubing Be inclueded in the Rule as am exclusion, with discussian

as appropristes Lo include the above specific circumstances.

rnoninfectious, potentially high weight/volume materials as scolid
waste ia order to aveold wunrecessary finanmcial burdens  arnd
penaltitlies on small generataors. G the other hanag. LS
important to recogrize those specific circumstarmces .+ wh.ih

My primary concern is  to allow for proper hnangdling of

these devices may b properly corsidered imfecticus.

Sincerelyv.

% o< et D

Derrick L. Latoss M.D.

Member e -
tegislative Interim Commities
on Medical Waste

CLL/ih

RECE]VED

|7 ‘,,' \J 1991
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Stata of West Virginia
Dept. of Health & Human Resources STl 198
Regulatory Development Office
Room 204, Building 3, Capitol Complex REGULATORY OIVILORPMINT
Charleston, West Vvirginia 285305 SECTION

Attn: Ms. Kay Howard
Re: Propcsed Infacticus Madical waste Rule
Dear Ms. Howard:

Thank you for sending me a copy of your above proposed new Rule, cne we believe
10 be vastly improved compared to the Jegislation that has bean {n placs until
this time,

The covering memo (dated Septamber 5) invited comments or suggestions. We would
Tike to make a suggestion ra: the detail in your Para 6.2.2. that addresses
the strength requirement for bags used for Infectious Waste.

The wording in tha proposed rule usas the vardstick of the Drop wWeight Test,
ASTM testing protocol D-959-80.

#1. We believe a far better vardstick than measuring the "burst strength”
of a bag would be measuring the resistance to pynctura, ASTM D-1709-85 - a
reguiremant in many states already. Those states have uniformiy elected to
specify 165-grams as the resistance lavel minimum on this test.

#2. If the detarmination is to retain the Drop Weight Test above, we believae
it necassary to specify a minimum jievel, rather than just list the testing
protocol without that addition. In the one state (Virginia) where we’'re aware
of this test being reguired, the 125~1b. level i3 specified,.

We appreciates your solicitation of comments from folks such as us (we make

the bags used in thousands of U.S8. hospitals now), and hope tha above is of
soma help, Don’t hesitata contacting the writer on any questions.

Sincarsly,

Vice P}esident

MHE/s

3L oATY (;Cn; - (—aﬁ' Z_:‘:,E"A;“""..J""' Wi
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September 16, 1951
P ' SECTION

Regulatory Development

Room 204, Building 3

Capitol Complex - -
Charleston, WV 25305

Attention: Kay Howard

Medical SafeTec is a manufacturer of infectious medical waste
processing equipment located in Indianapolis IN. In addition to
the manufacturing business of the company, Medical SafeTec operates
a permitted medical waste processing facility in Indiana.

Medical SafeTec has two comments on the proposed Infectious Medical
Waste Rule. The first comment relates to the lack of a physical
destruction standard for steam treatment. The second comment
concerns the requirement for an independent testing agency
evaluation as part of the package for alternative technclogy
"applications.

The rules for the operation cof steam treatment eguipment do not
include a standard for physical destruction of the treated waste.
This is not consistent with standard of treatment detailed in the
1588 Medical Waste Tracking Act (MWTA) and the standard for
incineration in the proposed rule. Steam treatment should be
required to achieve a physically unrecognizable end product.

The MWTA lists a number of exclusions and exemptions from the
requirements of tracking regulated medical waste. OCne of these
exemptions 1is for incineration ash and <treatment/destructicn
residue {Section 25%.30(b)}. The destruction standard is described
as "when the waste is ruined, torn apart, or mutilated so that it
is ne longer generally recognizable as medical waste" in the
preamble,.

The requirement to achieve an acceptable standard for physical
destruction is also recognized in 10.2.5 of the propeosed rule. The
requirement that combustible waste no longer be recognizable in its
preincineration form is appropriate- for the end preoduct of steam
treatment alse. .

SB10West 82nd Strea - ingiuriopals, ingiona 46278 USA,
Telephone (217 879-8080 « Fax (3171 875-2669
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The requirement for an evaluation report by an independent testing
firm sets an appropriate standard, but is te narrow in the
specification testing entities. This section should include the
possibility feor the independent tests to be completed by other
gualified institutions. Examples weould be government agencies

(both foreign and domestic) or universities.

Medical safeTec appreciates the opportunity to comment on the
proposed regulations. . I am_ at your disposal to provide
clarification or further information on any ¢f the points in this

letter.

Sincerely: ’/,/377

William D. Farrington
Vice President ¢

|
i

Mg

)
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September 25, 1881

Ms. Eay Howard

Director, Regulatory Department
Department of Health and Human Resources
Room 204, Building 3
-1300 Kanawha Blvd., East

Charleston, W. ¥Va. 25305

Dear Ms. Howard,

After reviewing the draft of the Mo2dical Waste Rule dated
September 3, 18991, I offer the following comments:

My primary concern is that the Rule will severely cver regulate
nedical infectiocus waste to the point that options for disposal
will continue %o diminish due to lack of space and environmental
concerns. The Rule contains no provisions to encourage hospitals
to band together to establish pon-commercial regional infectious
waste management facilities or for hospitals to share expensive
alternative mpeans of disposal (equipment) without neeting the
reguirements of commercial medical waste management facilities.

Tough emnisgssion restrictions and ash testing requirements
discourage the use of on-site incinerators for waste disposal,
even though there are no known infectious health hazards
associated with properly operated incinerators. Incineration
produces a sterile ash, there is no difference between bacteria
in stock emissions and those in zmbient aie.

Although hospital on-site incinerators do generate a variety of
chemicals, such as carbon mnonoxide, metals, dioxins, and furans,
no health rtisks from their generation in this way have been
demonstrated. As a result of the stringent rules for incinerator
operation, regulated medical infectious waste will conceivably
have £ be transported out of the state for incineration,
increasing the costs of disposal tremendously.

The proposed Medical Infectious Waste Rule has many sinilarities
to The Medical Waste Tracking Act of 1988. The Medical Waste
Tracking Act incressed costs for disposing of medical infectious

waste radically in participating states. The daily <cost for
regulated medical waste per patient increased Ffrom $1.04 to
$5.19. This increase was largely the result of considering a

larger portion of medical infectious waste and of the difference
in cost between the disposal of non-regulated waste (i.e., $0.02
to $0.05 per pound) and regulated (i.e., $0.20 to $0.60 per
pound) infectious waste.

=In conclusion, I think that the proposed Infectious Medical Waste
Rule further encourages the mismatch between science and policy.




The language in the Rule clearly implies that wmedical infectiocus
waste poses =2 threat to human health and nust therefore be
strictly regulated. However, the alleged health hazards of our
current medical-waste disposal have not been demonstrated. The
potential for infection from medical~waste other than sharps is
virtually nonexistent. All reports describing transmission of
infectious agents by contaminated sharps have occurred in
settings of occupational health care, and none, have been
associated with environmental injuries occurring after the
disposal of the waste ocutside the hospital. There 1is no

epideniologic evidence that hospital waste-disposal practices
have caused disease in the community.

Thank you for giving me the opportunity to submit my comnments.
If I can be of any assistance in the future, please feel free to
call me at (304) 588-1525.

Sincerely,

AL Y

-

Sandy Friedman
Director of Environmental Services

ce: Gil DeLaura, VP/General Counsel WVHA

SF:dal

RECEIVED
2 20 1991

REGULATORY DEVELOPMENT
SECTION
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In most hospitals, angioplasty can be used success-
fully in only a small and select group of patients. This
includes patients with iliac-artery stenoses, superficial
fernoral-artery stenoses, or short occlusions with ves.
sels open distally to allow a good blood flow. Dilation
of distal vessels may not be equally successful. Arterial
occlusion is a complication of angicplasty that may

require vascular surgery. During the past two dec- .

ades, simpler vascular procedures that do not involve
major surgery have become more common. A sub-
cutaneous femoral-femoral graft to supply a limb
with an obstructed iliac artery or an axillofemoral-
femoral graft to bypass an aortic obstruction avoids
major abdominal surgery. In patients with total occlu-
sion of one iliac artery and a stenosis of the contralat.
eral iliac artery, angioplasty may be used to dilate the
stenosed artery. Then a femoral-femoral bypass can
be performed to supply the limb distal to the obstruct-
ed iliac artery. Some patiemts may therefore undergo
both angioplasty and vascular surgery. More surgery
is being performed with grafts to distal calf vessels and
even pedal arteries in an attempt to save ischemic
limbs. Such procedures can be performed with success
in patients considered to be at high risk from major
surgery and are one reason for the increase in vascular
operations,

The surprising finding in the study by Tunis et al.!
is that the rate of amputation has not decreased de-
spite the increase in bypass surgery and the advent of
angioplasty. Although other studies have shown a de-
crease in the rate of amputation, they have been criti-
cized for their small size. Each study, of course, repre-
sents the experience of one institution with an obvious
interest and expertise in vascular surgery. However,
the impressive earlier study by Veith and coworkers!!
included 2829 procedures performed over 3 13-year
period. Angioplasty, bypass surgery, or a combination
of the two were performed in an attempt to save limbs
with critical ischemia. The rate of major amputations
decreased from 41 to 5 percent, and that of total am-
putations from 49 to 14 percent — a remarkable re-
sult. There were many reoperations after failed proce-
dures, but this fact could be one key to the overail
success rate, Unfortunately, the indications for angio-
plasty and bypass surgery were not given in the Mary-
land study.' If the patients included these with mild.
to-moderate disease, limbs would not have been
saved. In fact, complications resulting from interven-
tion in these patients could lead to amputations. Tunis
et ai. do not report the sites of the angioplasty proce-
dures, If more procedures were being performed distal
to the inguinal ligament, as suggested by the increased
age of the patients in 1989, the rates of failure and
amputation may have been higher than before. Per-
haps, in many of the hospitals, interventions were not
being performed after failed procedures, as they were
in the study of Veith et al.'! The Maryland study
included many institutions, although half the angio-
plasty procedures were performed in hospitals with
large numbers of such procedures. High volume does
not always translate into skill, however.

The absence of any decrease in the rate of amputa-

Aug 22, 1991

tion despite a large increase in the rate of vascular
procedures is an important revelation of the Mary-
land study. The most likely explanation is that angio-
plasty and vascular surgery were being performed in
patients for whom these procedures were not appro-
priate and in too many hospitals, rather than only in
centers where expertise was greater. When problems
occur in most hospitals, staff with the technical profi-
ciency to perform complicated corrective surgical pro-
cedures may not be available. The availability of an
expert vascular team at the center being studied is
probably the primary reason, in addition to the careful
selection of patients, that the smaller studies found a
decrease in the rate of amputation. Uniess the rate of
amputation can be shown to decrease in a hospiral, it
is possible that neither angioplasty nor vascular sur-
gery should be performed.

The treatment of patients with intermittent claudi-
cation alone should be conservative, because the prog-
nesis for the limb is favorable, because surgical mor-
tality from cardiovascular events is high among such
patients, and because the use of interventions has not
decreased the rate of amputation in many hespitals,
Invasive procedures are indicared only for the severely
ischemic limb and should be performed in an instite-
tion and by a team with a good track record,

Boston Usniversity Madical Cemer

Bosion, MA 02118 Jay D. Corruan, M.D.
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SOUNDING BOARD

) INFECTIOUS WASTE —
Wigmach befween Science and Policy

Duseosar of medical waste has emerged as a major
problem in the United States, The problem was
brought to public attention bv recent episodes of
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lated medical waste in sanitary landfills.’ The evi-
dence suggests that untreated medical waste can be
disposed of safely in such landfills provided that pro-
cedures are used to prevent it from coming in contact
with workerd during disposal.!' Studies demonstrate
that pathogenic bacteria and viruses are significandy
reduced in number in properly operated sanitary
landfills because of such processes as thermal inacriva-
tion, antimicrobial characteristics of the leachate, and
adsorption to organic material in solid waste.'>!7 Al-
though on average municipal solid waste contains
more microorganisms with pathogenic potential for
humans than does medical waste,'¥2 there are no re-
strictions on the placement of municipal wastes into
landfills. In any event, the use of sanitary landfills for
medical-waste disposal is not 2 satisfactory long-term
alternative, since one third of the remaining land-
fills will reach their capacity within the next five
years.?® Clearly, proper hospital-waste management
must include methods to reduce the total output of
waste and to recycle or reuse medical materials when
feasible.

Paradoxically, although strict waste-tracking laws
encourage on-site incineraton,’ tough emission re-
strictions are discouraging the use of this form of
waste disposal,® even though there are no known in-
fectious health hazards associated with properly op-
erated incinerators. Incineratdon produces a sterile
ash, ™™ there is no difference between bacteria in stack
emissions and those in ambient air,™ and when Besil-
bur subtilis, for example, is mixed with waste, it is inac-
tivated, ¥

Although hespital and municipal waste incinerators
generate a variety of chemicals, such as carbon mon-
oxide, metais, dioxins, and furans,®® no health risks
from their generation in this way have been demon-
strated. Nonetheless, public health anxieties about the
chernical emissions from incinerators mandate further
investgation and the subsequent development of
scientifically - based emission standards. Currendy,
statewide moratoriums, stringent rules, and require-
ments for permits restrict hospitals from using inciner-
ators even if they have already been installed. Asa
consequence, regulated medical wastes are sometimes
transported long distances to regional incinerators, in-
creasing the costs of disposal.

Tie Meprcal Waste Tracxang Acr oF 1988

The beach wash-ups and resultant beach closings
brought pressure on state and federal legislators to
prevent future closings, and several states issued strict
emergency regulations. The Medical Waste Tracking
Act was pushed rapidly through Congress in October
1988 and signed into law on November 1. It directed
the EPA to begin a two-year pilot program on the
disposal of infectious waste. Although the act expired
on June 22, 1991, and affected only four states (New
York, New Jersey, Connecticut, and Rhode Island)
and the commonwealth of Puerto Rico, it is likely that
it or similar legisladon will be included in the reau.
thorization of the Resource Conservation and Recov-
ery Act in 1992 and will be extended to all the states.

Aug 22, 199]

Under the tracking plan, health care providers (physi-
cians, dentists, veterinarians, smail clinics, laborato-
ries, and hospitals) that generate more than 50 1b of
regulated medical waste per month are required to
maintain detailed records that track such wastes from
point of origin to final disposal. At present, the EPA
has exempted providers that generate less than 50 [b
per month from the full tracking requirements of
the act, but not from other requirements for disposal
and treatment. Those that do not comply are subject
to civil penalties of up to $25,000 per day and crimi-
nal penaities of up to $30,000 per day for each
viclation and a2 maximal penalty of five years in
prison.?

The passage of this law was opposed by the CDC,
the Association for Practitioners of Infaction Control,
and the National Institutes of Health, all of which
testified that medical waste generated in traditional
health care settings posed no hazard to the general
public, although it was an occupational health con-
cern.” The same conclusion was reached by the Agen-
cy for Toxic Substances and Disease Registry of the
Department of Health and Human Services, which
presented a report to Congress in September [590.!!

If regulatory control were based on epidemiologic
and microbiologic data, only two tvpes of medical
waste would require special handling and treatment
— sharps and microbiologic waste.’? Such an ap-
proach should be the basis for 2 uniform definition of
regulated medical waste, which could be monitered by
appropriate accrediting agencies, such as the Joint
Commission for the Accreditation of Health Care Or-
ganizations or the State Division of Facility Services,
during their periodic reviews.

Tz DiscreEPANCY BETWEEN SCIENCE AND PoLICY

Governmental regulations are intended 1o protect
the public health and limit the degradatign of the en-
vironment by medical waste. It is extremely unlikely,
however, that the Medical Waste Tracking Act will
have any effect on the public health or prevent medical
debris from washing up on public beaches. for several
reasons.

First, three detailed reports of beach wash.ups
found that about 99 percent of the was:z on beaches
was debris such as wood, plasaes, znd paper, not
medical waste.’>® Despite extensive nvestgations,
the washed-up materiais could not be traced to ilegal
dumping or to a specific source, such as a hospital, but
were related mere directly to malfunctioning sewage-
treatment sysiems and prevailing winds and cur-
rents.2® EPA officials acknowledged that some 65 per-
cznt of the medical waste that washed ashore in the
summer of 1988 was related to syringes and was from
use in home health care or intravenous drug abuse.
Chemical analysis identified insulin or cocaine in
three of five syringes collected during the EPA Harbor
Studies Program.2®* Even though a single svringe on
a beach is one too many, the Medicai Yasie Track-
ing Act will not prevent an occasionsl appearance,
because waste from home health care and intrave-
nous drug users is not regulated. Thus. the amount
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UNTOWARD EFFECTS OF GAY MASKS DURING
PERSIAN GULF WaAX

T4 the Ediier; During the recent Pervian Gulf war, therr were I8
mizeile attacks from western Iraq on seattered areas in larnel, The
Mdcbemininﬂad:mdndhthemﬁwuuofm
mazks by the Iaraeli population for variable periody afier each
alarm, We would ke w some of the medieal complications
thae were associzted with the wesring of pas masks.

Seven people were reportad 1o have died of 2sphywia because of
their failure 0 remove the protective plastic sea! on the pus-mask
filier. Lesser degrees of trantient hypoxis were noted, especially in
perons with cardicpulmormary disorders. In some cases, the inigal
sympioms of hypoxia were erroneously interpreted by the victimg as
manifesuticas of gas poisoning and resulted in selfinjections of
*uropise,

An 3-yearold man wis sdmitted because of rynecpe that oc.
curred repeatidly several minutes after be put oa the pas mask. An
extensive workup disclosed 2 severe siznotia (moce than &5 percent)
of both internal carotd srteries. Recarrent transant esrebrat hy-
po:tia in this patiant resulted o compeestion of the stenctic carat-
id arterics by the lower pair of rublber soaps of the gas mask.

A purpuric rash over the chin of a heaithy 60-yearoid
phywician 10 minutes after the removal of the gas mask, gradually
disappesring within 48 hours. This “wection purpura”™ probably
resulted from the vacuum induced by the well-sealed musk, aunng
xravagation of erythmocytes into the skin. Additional dermarclogic
complicationy noted in other people induded recurrent faca! con-
tacy urticania and dermatographitm,

The medical community should be sware of the powsble nde
effects of the use of gas masks, ranging from minor and waanent (o
severe and sometimes even falal. ,

Davm Huwoex, MDD, Savie D, Prrue, M D,
Asradan Karz, M.D, dxvru Mzroxas, M D,

' . . axp Micwarr Davm, M D.
Petah Tikvak 48 100, Teraad Beitinson Medical Center

Te the Edisor: An e,i‘ht-yu..l‘-oid ga.d with adult-oype Gauchers
discase presented st gur clinic with fadal purpurs of acute onset
Thers waa no hintory of viral ifnear, exposure w drugs, oe nmidar

medx s the Zditor are coasidered lf:;publiatim {subject
te editing and abridgment), providad they sre submirted
in daplicase, sigwed by all suthors, typewritten in double spac-
ing, xtd do wot axceed Unes of mranscripe
text (excluding references). of & letser conatitates
pesmission for the Masaachusets Medizal Saciety, i Hoen.
sees, and in o mae it im the Jowsal's varioas editions
{print, data buse, and opdeal diak) in aw revisions,
and any other form or wediusm, Lethers i
similyr material being sabmittied or pablished elsewbhere, and
they shouid sot contain ablrevistions. Finsucisl atsocistions
or other potsible coaftic of interest aboald atways be dis-
closed !

Letters referring 10 & recent feurnal article must be received
within siz weeks of the article’s publication. We are umable 1o
provide pre-publication proofy, and umpoblished material will
bot be returned so suthors unless & Mamped, selfiaddressed
envelope is enclosed, Receipt of letters o wne - °
bt correspondsmre <350
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Qctober 2, 1991

Ms. Xay Howard

Director, Regulatoery Denarbment
Department of Health and Human Resources
Room 204, Building 3

1300 Xanawha Boulevard, East
Charleston, West Virginia 253053

Dear Ms. Howard: : : -
SUBJECT: Proposed Infectious Medical Waste Rule

Providing £for healthcare needs of area residents 1s a primary
goncern of Putnam General Hospital. Our geal is to provide a

reasonably secure environment in which to facilitate the care of-

area residents. Meeting the needs and expectations of our
customers in today's market place is very challenging.

A detailed review of "the proposed legislative rule relative to
infecticus medical waste illustrates the complexity of providing
a reasonably secure environment in which to provide healthcars.
A guick plunge into the pool of infecticus wastes' ever changing
technologies could cause irreversibkle fiscal damage to small and
rural hospitals. Therefore, I.would like to express tihs
importance of grahting walvers on incinerateor permits as _
addressed in Seétion 10.2.7. Obtaining such a walver would be
vital to our facility in being able to implement the proposed
rulings within fiscal constraints and to assure prompt disposal

of infectious Wastés., Small hospitals would nsed time to assess

all options available to meet their needs for disposal of
infectiocus wasteés and to explce new technclegies avallabls Ifor
incineraticn. Compliance to the ruling could then be viswsd zs
benefit to the hospital and to the general public, and not as an
unaveidable burden.

I hope that my comments will be considered before maxing a final’
decision concerning the proposed infectious medical waste rule.

Sincerely,

T

Lyndch Jones o | , RECEIVED

Chief Engineer .
LJ:pbs T 1991
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Kenneth M. Holt

Frasigent: Chief Executive Gficer
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October 1, 1991 REGUILATORY DEVELOPMENT
SECTION

Ms. Kay Heoward

Director, Regulatory Department
Department of Health and Human Rescurces
Room 204, Building 3

1900 Kanawha Boulevard, East

Charleston, West Virginia 25305

Dear Ms. Howard:

After an indepth review of the propesed Infectious
Medical Waste Rules, I weould like to submit the
following comments for the record.

Hospitals which are located in geographically close
proximity will, most likely, be unable to work
cogparatively in the dispcsal of infecticus wastes
under the new Rules without establishing a commercial
infectious waste management facility. The Rules define
this facility as "Any infecticus waste managemant
facility at which thirty-five (35%) or more by weight
..... is generated off-site.”

The Rules as written will reguire very costly proof o
demonstrate that there is "no reasonable probability”
of damage to wetlands, etc. In addition, in attempting
to establish a commercial facility, numerocus public
hearings would be required affecting multiple groups,
net cnly the Department of Health, in the commercial
rpermitting process.

While the public health and safety is of great and
ultimate concern to all parties, the Rules should allow
more flexibility in the develcpment of alternative
forms of waste disposal by hespital groups including
incineration and cother cooperative initiatives.

A second concern involves the cost of compliance with
the Rules relating to incineration. Recent cost
projections have indicated that in order to comply with
the incineration regulations, facilities may require an
investment ¢f cver $300,000 to upgrade existing
incinerators. This may involve additional equipment

1710 Harper Road

Seckiay WV 25801.3397

1304) 2586-4101

4 3u0%a ATy Of FCA The ~eancare Tomzar .




for the one second retention time burn, scrubbers to
remcove carbon, dioxins, etec., and automatic loaders *to
achieve the specifications of Secticon 10.2.2.

Achieving the permissible levels of carbons and dioxins
may in fact be impcssible.

Additional monies may also be required to upgrade
existing incinerators in order to reduce the wastes to
ash form which is non-recognizable frem its original
form. Many hospitals may find it difficult if not
impossible to upgrade their existing incineratcrs to
meet these reguirements. Their alternative is o
install new incinerators which will meet regulations,
but cnly at a high or prohibitive cost. The added cost
of registration, required training and licensure will
undoubtedly force many hospital to seek other
alternatives.

This leads to my final statements regarding the new
regulaticons. Cooperative arrangements amcng hcospitals
are nct encouraged and the develcpment of commercial
facilities and compliance with incinerator regulations
are both costly cr prchibitive under the nsaw Rules.
Other than steam treatment, the only other alternative
for disposal of infectious wastes is apparently through
the use of established commercial facilities approved
for infectious wastes.

With the closure cof a2ll but thirteen approved landfills
in the State of West Virginia, our organization would
or will be faced with monthly solid waste removal fees
being tripled to over $10,000. In addition, we have
estimated that to send our infectious waste to a
commercial facility would cost an added $18,500 per
month or over $222,000 per year in new costs. These
costs undoubtedly would need to be passed on to ocur
patients in increased charges if so allowed by HCCRA.
With the ever increasing rules and regulations
regarding employee and patient safety and universal
precautions, just to cite two examples, infectious
waste products will most likely continue to increase in
hospitals and other healthcare settings. Thus, the
trTue cost of these new Rules will be enormous.

In summation, while the new Rules are intended to and
will enhance the public health and safety, their impact
on the increase of overall costs to the healthcare
industry must be reevaluated. More flexibility should
be written into the Rules for cooperative arrangements
to be developed among groups of hospitals and/or other




Phili%p M., “Zsoldos

healthcare providers. Compliance factors for
incinerators should also be reconsidered in view of the
lack of less costly alternatives as cited in the use of
established commercial facilities. And finally,
additional dispcsal sites should be approved and/or
regulation of disposal fees instituted.

Thank you for the opportunity to comment on the
proposed Infectious Waste Rules.

Sincerely,

Assistant Administrator
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Infection Control September 25, 1991

Ma. Kay Howard

Director, Regulatory Department
Department of Health and Human Resources
Room 204, Building 3

1200 RKanawha Boulevard East

Charleston, WV 253035

Dear Ms. Howard:

I am writing to commentlon the proposed infecticus medical waste
rule (series 58).

West Virginia has needed a law dealing with infectious waste in
ocrder to provide for appropriate and consistent handling of
infectious medical waste. The Division of Eealth has recently
taken on a big job in developing the legislative rule. I applaud
them for scliciting informaticn and opinicns from the warious
partiea that will be affected by the rule. I am glad that the
definiticons for infectious medical waste have remained consistent
with the Centers for Disease Control categoriea. I alsc appreciate
the specific definition of "isolation waste"” to be those generatad
from the care cof a patient with a "Class IV'" disease as classified
by the Centers for Disease Control. This will reduce ccnfusion in
light of "universal precautions” in place in mcst hospitals now.

It is too bad, however, that incineration becomes practically
impoeaible for individual hospitals. The Centera for Disease
Control =atill recommends incineration for treatment of infectious
waste. Complying with the standards, testing, etc. will make
incineration unaffcrdable. ]
Going tcgether can
make a process more affordable, but it should not be considered
commercial since the commercial regquirements are much tco diffcult
to fulfill. Considering such an endeavor commercial secems
especially inconsistent when House Bill 2141 esncourageas “"treaztment
and disposal of infectious medical waste in local infectious
medical waste management facilities;" and "Treatment and dispcsal
in approved regional infectious waste management facilities when
administrative prcoceedings result in a finding that on-site or
local treatment of infectious medical waste is not feasible”




Reane General Hospital Infection Control September 25, 1881
Page 2

My facility will probably be forced to deal with a hauler which
will take our infecticus waste out ¢f state. Thia does not ==em
compatible with the intent of the legislature.

I would also comment that the anpual 31750.00 fee for an B0 bed
hospital 1s excessive. Small hospitals are already hard pressed to
meet thelr financial demands, especlally since they are unable to
pass on any cf that burden.

Thank you for your consideration and for the opportunity to make
comments.

Sincerely, /

Vot éLLﬁL}?uﬂaL
Martha Hardman, BSMT (ASCP)., CIC
Infection Control Coordinator

RECEIVED
SR 25 1991
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September 26, 1891

Ms. Kay Howard

Director, Regulatory Department
Department of Health and Human Rescurces
Room 204, Building 3

1800 Kanawha Boulewvard, East

Charleston, West Virginia 25303

Dear Ms. Howard:

Regarding the Proposed Infectious Medical Waste Rule, I would
like to ccmment that we feel West Virginia is in need of a2 law
governing the matter of infectlous waste and we appreciate the
opportunity to voice our opinions which will have a direct affect
on our facility.

As stated in the CEC Bulletin dated September 8, 1551, I would
like to stidte some issues which we feel would previde a hardshir o
our hospital and/or cother items we feel should be considered:

1) CPERATION OF AN INCINERATOR -~ Roane General Hospital is
operating an incinerator that is only five (5) years old
and is air pollution control approved. Under the
proposed Medical Waste Rule, our incineratcr will bte shut
downi. I have been tocld that it cannot be updated to meet
the sgtandards.

2) COMMENT ON INFECTIQUS MEDICAL WASTE -~- It was oy
understanding that there was going to be a provision made
for hospitals who wanted to go together and install a
central incinerator, they cculd. The way it is now, they
fall under the Commercial Flan, which the FProposed
Commercial Plan is Qxizﬁm&lx hard to meet in the State of
Wegst Virginia.

3) COMMENT ON TESTING ASH -- Ash taest will not change from
one month to another; therefore, is there any need for
thig test monthly? This weould make an unnecessary burden
on facilities such aa ocurs.




ROANE GENERAL, HOSPITAL
SEPTEMBER 28, 1891 , S
PAGE -2- - : -

I would like to take this oppertunity tec thank you for vour
conaideration and appreciate the opportunity to expreszs my
comments.

Sincerely,

/fjfw/;/zf /gﬁ'a—/ f

Ronald Bartlett
Maintenance Engineer

RECEIVED
T g

REGILATORY DIVEOPMENT
- ’ ~ SECTION

RB/bk




R:. 3, Box 25

Ivydale, WV 2511RECE|VED

2862204 Septemper 12, 1991
10199
PEGULATORY DEVELOPMENT )
Room 204, Suilding 3
Capitol Complex - - EEGII.AmV DIVMFM!NT
Charleston, WV 25305 . , I SECﬂOH

Attn: Xay Howard - S -
Plaase see tha:z the following comments ars included in the Infectlous %eﬂlcaT waste rule
#56, prior to being issued into law by the Secretary oF State.

Page 7, Para. 3.17: -
Deleke the last sentencs, ]
This does tiot agree with the definition of a "site”

Page 8, Para, 4.4.2:
Fewrlta as follows:
"The name, address, and talephone nuwnoer of al. owrers of the Lac1llcy

Page 10,Para. 4.l4:
Second sentence: Delete entirely
Third senfence: Delete the second word "major”

Page 11, Para, 5.3.2:
Delete word: "knowingly”.

Page 11, Para, 5.3.2:
Delete word: "knowingly".

Page 18, Para, 9.3.2:

Delete words: "knowingly and routinelv”,

Page 22, Para. 10.2.7:

Second senténce: Change "three" to, "two", to be consistent with other recuirs-ents of
“his rule, . . - . . .

Page 24, Para.l0.5,2: Rewrite Paragraph to rzad as follows:

"The secretary will issue provisional approval for ANY alternate method Inr an inoropriate.
test trial period to validate performance, This test shall be conducted in
atmosphere where it will affect the least number of pecple, and be under
cf the secretary. Alternate methods employing disinfection must have the
registered for that purpose in accordance with federal Insecticide, Fungic
Rodenticide aAct as amended, If the test of the process fails to provide ad
when coperated according to manufacture*‘s Ainstructions, the provlslonal arre
revoked, "

[

:),

Page 29, Para. 14,2:
Rewrite sentence.l to add between, "necessary” and, "to" the follewing: ", cut it least
every three{3) years,”.

Page 36, Item F: ' o o T S o

Rewrite as follows: ) T
"F. Non-cmmmercial incinerater operator regwstratlon 25. QE’ -

Thanks for the oppertunity to comment, ' .
L ‘;/5//,‘///"}77’7 ST

rrad Samoson

RE. 3, Box 25
Ivydale, WY 25113
286-2204
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TELEPMONE 04880 554t

Joseph P, Schock, M,P.H., P.E.,
Birector _

Cffice of Environmental Health Services
1800 Kanawha Boulevard, East

Building 3, Room 559

Charleston, WY 25305

Re: Proposed West Virginia Infectious Medical
Waste Regulations - 64 CSR §56 - et seq.

Dear Mr. Schock:

The following comments are filed on behalf of
~ Strategic Environmental Services, Inc. ("SES"), a West Virginia
corporation involved in the promotion, sale and operation of
infectious medical waste technologies as an alternative to
incineration. SES offers the following proposed revisad
regulatory language which is intended to lessen the impact of
the "commercial infectious medical waste facility" restrictions
inherent in the present version of the draft rule, on the
amount of infectious medical waste that a hospital may receive
and process from other health care facilities in {ts Tocality.
The current proposed regulatory language 1is very restrictive
and will prevent hospitals from agreeing with one another, as
well as the doctors and other heaith care facilities served in
their area, to jointly manage their infectious waste. The cost
of requiring each indfividual hospital and health care facility
in an area £0 have full facilities for treating infectious
medical waste, whether such treatment §s by incineraticn or an
alternative technology, will pose a tremendous financial burden
on the hospitals and other nhealth care facilities in the State.

While it is the policy of the West Virginia Medical

Waste Act [W. Va. Code §20-5Jd-2] to ‘prohibit commercial
infectious waste management facilities," it is also the stated
policy of the Act to encourage "treatment and disposail of
infectious medical waste in local infectious waste management
facilities,” “local responsibility for the  minfmization
management and disposal of dinfectious and non-infectious
waste,” and to provide for both the "safe and econcmical
i management” of infectious waste. Regardless of whether the
infactious medical waste technology is traditional incineration
or an alternative treatment metnod, any method of properly
managing infectious medical waste is extremely expensive, and

Raed, 1213 /3y o - )




Jackxson & KLy

Dr. Joseph P. Schock
October 2, 1997
Page 3

infectious medical waste stored, treated, or
disposed of by said facility in any celengar
year {s generated off-site, [W. Va, Code
§20-5J-3(1)]

The WY MWA further provides that:

'Off-site' means a facility or area for the
collection, storage, transfer, processing,
treatment or disposal of infectious medical
waste that is not on the generators site, or
a facility or area that received infectious
medical waste for storage or treatment that
has not been generated on-~site,

‘On-site' means the same or geographically
contiguous property which may be divided by
a public or private right-of-way, provided
the entrance and exit between the properties
is at a cross-roads intersection, and access
is by crossing, as opposed to going along,
the right-of-way. Noncontagious properties
owned by the same person, but connected by a
right-of-way controlled by said person and
to which the public does not have access, 1is
also considered on-site property. Hospitals
with more than one facility located in the
same county shali be considered one site.
[W. Va. Code §20-5J-3(9) & (10)]

There are three possible infectious medical waste
regqulatory provisions that will aid in providing flexibitity
for local and/or regional medical infectious waste facilities
as mandated by the legislative policy of W. Va. Code §20-5J-2
for treatment and disposal of infectious medical waste in local
infectious waste management facilities in a safe and
cost-effective manner:

1. In calculating the "thirty-five percent" cut-off
for a commercial infectious waste facility, any medical waste
generated by small quantity generators {generation of medical
waste of Tess than fifty pounds during one month; i.e., most
doctors' and dentists’ offices would not be included in the 235%
volume when such waste 1is managed by an infectious waste
“facility associated with a hospital, Any waste generated Dy a
hospital with related facilities, i.e., facilities which are
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Or, Joseph P, Schock
October 2, 1991
Page 2 .-

if each individual hospital must, pursuant to the reguiations,
manage and treat only 1its waste plus 35% additional volume,
virtually every hospital in the State will be required to have
their own individual medical waste management facility which
will be cost prohibitive,

As Dbackground and support for the revisions discussed
herein, it is relevant to consider the definition of
"commercial facility" as that term is utilized in both the West
Yirginia Solid Waste Management Act ("WY SWMA") and the
Hazardous Waste Management Act ("WY HWMA"), Similar to the
West Virginia Medical Waste Act ("WY MWA"), both the WY SWMA
and the WY HWMA prohibit the establishment of the "commercial
facilities™ unless stringent Tlocal approval is ocbtained.
Similarly, the Acts, 1like the WY WMA, promote 1local and
regional handling of waste. Both the WY SWMA and the WV HWMA
allow generators of waste to agree to utilize a single facility
for the environmentally sound and economically reasonable
management of their waste so long as the waste generators are
sharing costs in the wutilization of the facility and are not
individually obtaining a profit from waste management
activities. The term “commercial facility" in both the WV SWMA
and the WV HWMA is defined as follows:

‘Commercial solid waste facility' means any
solid waste facility which accepts solid
waste genherated by sources other than the
owner or operator of the facility and shall
not include an approved solid waste facility
owned and operated by a person for the sole
purpose of disposing of solid wastes created
by that person or such person and other
persons on a cost-sharing or nonprofit basis
+ + « » W, Va. Code §20-5F-2{c) (WY SWMA);
W. VYa, Code §20-9-2 (West Virginia County
and Regional Soljd Waste Authority Act);
W. Va, Code §20-10-2 {West Yirginia
Commercial Hazardous Management Facilities
Siding Board),

In contrast to the definition of "commercial facility”
set forth in the WY SWMA and WY HWMA, the WV MWA provides:

‘Commercial infectious medical waste
facility' means any infectious medical waste
management facility at which thirty-five
percent or wmore by weight of the total
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is at a cross-roads intersection, and access
is by c¢rossing, as opposed to going along,
the right-of-way. Noncontagiocus properties
cwned by the same person, but connected by a
right-of-way controlled by said person and
tc which the public does not have access, 1s
also considered on-site properiy. Hospitals
with more than one facility located in the
same county shall bte <¢onsidered one site,
and facilities owned by a perscn generating
infectious waste or such person and other
persens generating I1nfectious wastie wno
agree to ytiiize a Tacility on a
cost-snaring or nonprofit DpDasis 1§ also
considered one site, (Underlined Tlanguage
s added to existing definition,)

The foregoing alternatives are certainly not
precliusive of one another, A combination of alil three would
provided needed flexibility for hospitals and effect the
statutory mandate for local facilities.

Yery truly yours, -
/7a1vxwvuv/—7‘é——'. S

{ BARBARA D. LITTLE
JACKSON & KELLY
as counsel to .
Strategic Environmental
Services, Inc,

BOL/efb




JACKSON & KEroy
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subsidiaries, divisions or affiliates of a hospital, including
medical office buiidings, emergency-care, cutpatient
facilities, etc., would alsp be excluded in calculating the 35%
volume, The current proposed definition of "on-site” allows
hospitals with more than one facility 1located 1in the same

county to be considered as one site. This provision 715
nroplematic when two small hospitals which may be under common
ownership or affiliated are in separate counties. For

instance, Jackson County Hospital and Roane County Hospital are
approximately 32 miles apart, but under the current proposal,
these hospitals could net share an infegtious waste management
facility.

2. The definition of "hospital" could be revised to
take advantage of the ‘Yon-site" definition by allowing
hospitals which are affiiiated with one another by ownership,
operational control or agreement to be considered as one site.
“As revised, a "hospital® could be defined as:

An institution or group of institutions
which have entered dinte & cooperative
agreement or affitiation for waste
management, which is (are} primarily engaged
in providing in-patient c¢are, by or under
the supervision of physicians, diagnostic
and therapeutic services , ., . (no change in
the balance of the definitign).

Additionally, to allow small hospitals in adjacent counties to
agree to Jjointly share cost-effective medical waste management
facilities, the last sentence of §3.17 should be revised to
read:

"Hospitals with more than one (1) affiliated
facility shall be considered one{l) site,”

3. Another opticn for possible regulatory change fis
to revise the regulatory cefinition of "on-site,” [to include
tanguage simiiar to the exemptions provided in the WV SWMA arnd
WY HWMA which allow for ‘“cost sharing of a waste disposal
facility among waste generating companies] as follows:

'On-site' =~ the same or geographically
contiguous property which may be divided by
a public or private right-of-way, provided
the entrance and exit between the properties




suggest that arrangements be included to allow small
generators to group resources together so as to be able to
afford the latest technoclogy and equipment to be used
without having to file as a commercial facilitw. This
would seem reascnable from a cost stand point.

564-56-122 Manifest Requirements

This secticn seems to be directed toward commercial
haulers moving through varicus areas. I would suggest
that small generators with a "given area” be allowed to
transport guantities 2reater than 50 lbs. per month to a
non commercial facilitv witheut this requirement. This
would allow small Zenerators like nursing hcomes and
clinics to operate under the same procedures that the
larger facilities (i.e.. CAMC and WV Medical Facilities)
are allowed to do.

S64-56~6.2.4 Packadging

I question the requirement that all red and orange bags bce
imprinted with the biohazard syvmbel and the words
"Infectious Medical Waste”. AS a small generator, our
costs are determined bv the quantity of an item purchased.
I see very little, if any, benefit arrived from this
requirement as long as the bags are not allowed to leave
the facility. All medical emplovees are taught that a red
bag is specific in its use.

I thank vou for this orportunity to comment on this draft
and hope mv thoughts., along with other small generators.
will be ceonsidered.

Sincerely,

prmn & Jflfre D

James E. Rucker
Manager Plant Operations
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400 Fairview Heights Road e« Summersville, West Virginia 26651 « 872-2891

September 30, 19891

RECEIVED

Ms. Kav Howard R 0190
Director. Regulatorv Department

Department of Health and Human Resources REGRATORY DEVELOPMENT
Room 204, Buildine 3 _ SECTION

1900 Kanawha Boulevard. East

Charleston., WV 25301

Re: Infectious Med;cal haste Proposed New Rule £56. Title
£64 -

Dear Ms., Howard:

In reviewing the latest draft of the proposéd infecticus
medical waste rule. I would like to make the following
observations:

S64-56-1 Secticon 1.l Preamble

wWith the continuous advances in incineration technelogv, I
believe the statement about medical waste incineratsrs
being an important public health hazard to be too strone,.
Public broadcastineg stations ran a program con the latest
technology and used a plant in Japan as an advanced model
of incineration. The comment was made in this program
that the stack discharge air was cleaner than the
combustion air entering the firebox.

I have no quarrel with the remainder of the preamble.
However, 1 stronglv recommencd that the Health Department
become inveolved in the recycling pregram by criginatineg a
list of outlets for the scolid waste which is generated.

564-58=-3 Section 3.14 Definitions

This section defines a non-commercial infectiocusgs medical
waste facility as being limited to accepting no more than
35% by weight medical waste generated off site, Under
3.17 there is an explanation of on site which allews
hospitals with more than one facility in the same county
to combine their waste without this restriction. I view
this rule as a hindrance for small hospitals and streongly




client's TraceCart, also be considered as a container with
equivalent containment properties. In additicon, 6.2.2 indicates
that heavier materials must be supported in double wall,
corrugated, fiberboard boxes or eguivalent rigid centainers. Does
the terminology, "equivalent rigid containers" address itself only
to fiberbcard type containers or may rigid plastic containers
(polyethylene - polystyrene), such as the "TraceCart," meet the
standard. : - -- -

Again, we weculd suggest that the TraceCart represents
something, if nct state of the art, very clcse to state of the art
containment facilities for becth sharps and non-sharps, and that cur
client's prcduct should be considered in that manner.

Enclosad ycu will find brochures describing the TraceCart as
well as material data safety sheets and test results which relate
to the Tracecart's structural scundness as well as the results from
testing the residue and emissions from incineration.

It 1is our intention to make an oral presentaticn at the
hearing on Cctober 3, 1991, and to demonstrate and leave for vyour
Department's consideration, the actual preoduct.

If you have any questions or desire any further informatien
concerning our product, please dc not hesitate to contact us.

Very truly yours,
\ | A
o~ & ca-aw -
Jon G. Roach
JGR:mv1i

Enclosures
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Mr. Joseph A. Wyatt

Chief

Infecticus Medical Wastes Progran
Public Health Sanitatiocn Division
Bureau of Public Health

Department of Health and Human Resources
1900 Xanawha Boulevard, East

Charleston, West Virginia 25305

Re: TraceCart, Product of Qualtex Division o©f DeRoyal
Industries, Inc.

Dear Mr. Wyatt:

We are in receipt of your memorandum dated September 5, 1551,
regarding the proposed Infectious Medical Waste Rule currently
being proposed and scheduled for a hearing on October 3, 1891, at
10:00 A.M. in Charleston, West Virginia.

We have previously corresponded with you setting forth our
concern relative to the regulations whnich at that time you were in
the process of develcping. We understand that the proposed
regulations being considered for public hearing on October 3, 1991,
are the product of your efforts to date.

Cur comments will be directed to the previsions of Section 64-
56-6, specifically 6.2, as it relates to packaging.

Qur product, the TraceCart, will meet the requirements of
6.2.3 which relates to sharps. Our centainer is rigid, leak-proof
and puncture resistant and is designed to be clearly marked a
container of infectious medical waste. We believe that a product
which will meet the requirements of 6.2.3 should alsc be considered
te meet the provisions of 6.2.2, which addresses itself to
infectious medical waste. The issue which we raise as to 6.2.2 may
simply be one of clarification. It is not clear to us what the
term "containers with equivalent containment properties" means.
Is it intended to state that containers must be ones that are
plastic bags or completely flexible like a plastic bag and meeting
the ASTM-D-959-80 test or might a rigid container, such as our
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In the interest of all members c¢f cur community, we advise
that the definition <¢f infectious waste be reviewed and revised
to include body £luids due tc the potential to contact HIV, HBV
or cther pathogenic organisms from this source.

This will not pose any hardship to hospitals because blocd
and bedy fluids are already classified as potentially infectious.

Sincerely,

/%A’—'J—_d- F. \_/C’:;Qd" s _// , /_;:

'Susan Cclpo, RN, BSN
Infection Control Nurse

/ZW/'/‘ Z (/-_h_

Kevin Davis
Safety Coordinator

References:

CDC, Reccommendations for prevention of HIV transmission in nealth
. care settings. MMWR 1987; 36 (Suppl. No 25): 1-18sS.

OSHA Instructicon CPL 2-2.44B, US Department of Labor, Feb. 27,
1990,
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September 30, 1951

Ms. Kay Howard RECEIVED

Diragcter, Regulatory Department
Department of Health and Human Resources

Room 204, Building 3 RENRS R LY
1300 Kanawha Boulevard, East ,
Charleston, West Virginia 25305 REGRATORY DIVELOPMINT

Dear Ms. Howard,

Upon review of the Department of Health Proposed Infectlous
Medical Waste Rule (CSR Title 64, Series 56) the following
concerns were discussed:

The definition of infectious medical waste
(64-56-3) leaves the interpreter with many
ambivalent descriptions to decipher.

"Definition of infectious medical waste -
considered capable of preducing an infectious
disease if it has been, cor is likely to have
been, ccntaminated by an organism likely to be
pathogenic to healthy humans, if such organism
i3 not routinely and freely available in the
community, and such organism has a significant
prebability of being present in sufficient
guantities and with sufficient evidence to
transmit disease."

This proposal has eliminated body fluids in all definitions
and descripticng of infecticus waste., The Centers o¢f Disease
Control (CDC) advises adherence to the principles of universal
precautions. Universal precautions classifies body fluids as
potentially infecticus. 1In addition, the Occupational Safety and
Health Administration (OSHA) considers pcssible exposure to
HEuman Immunodeficiency Virus (HIV) Hepatitis B Virus (HBV) to
ocecur through contact with blood or body fluids.

The hospital's Infection Control Programs and Safety
Programs are reguired tco comply with OSHA and JCAHO and CDC
standards. The policiesg, procedures and practices are actively
in place identifying all blood and body fluids as poctentially
infectious. If this definition is eliminated from the rule, we
have ignored the impact that this might have on cur public and
environmental community, especially when area landfills begin tc
accept waste from out of state or less strict health care

1 facilities,
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Essentially, regulatory requirements which are not mandated by the statute but
are left to the discretion of the Department should meet two fundamental tests:

o] The requiremenis should respond to actual health risks

o The action préscribed by the Department should be reasonably
effective in reducing risk.

Proposed rules which increase the amount of regulatory compliance without a
corresponding clear benefit to the public health should be avoided.

Such an example is found in the transportation section of the proposed rule at
9.7 et seg. This section requires that vehicles which transport infectious
medical waste shall be cleaned and disinfected following leakage or spills in
the manner prescribed in section 6.8.3: swabbing or rinsing with a chemical
sanitizer double the strength of hypochlorite solution of one hundred parts per
million available chlorine; iodoform solution of 25 parts per million availabie
iodine or quaternary ammonium solution of two hundred parts per million active
agent. The rule continues that the vehicle shail also be cleaned and
disinfected prior to using the conveyance for any other purpose via the above
standards. What is not reasonable is the proscription immediately following at
9.7.5, that the wvehicle:

"Shall not be used to transport food, foodstuffs, food
additives, food containers or any substances to be ingested
by people or animals or applied to food or feed."

Thus, even if a vehicle is properly disinfected after itransporting of
infectious medical waste in accord with standards set by the Department, it
cannot be used to transport foodstuffs. It is suggested that this requirement
from a public health perspective is illogical and unnecessarily burdensome.

This conclusion is especially true in light of requirements that infectious

waste transporied by a hospital must be packaged in accordance with standards
listed in section 6.2 of the rule which requires, among other things, "double
wall corrugated fiberboard boxes or equivalent wooden containers" (6.2.3).

The risk of infection, taking all of these factors into consideration, is
minimal. The public health benefit is illusionary at best.

Thus, the blanket restriction serves no appropriate purpose. Inclusion by the
Department will simply increase hospital costs for a questionable raticnale.

The impact of this requirement in some instances is that hospitals,
particularly in rural areas which of necessity must use vehicles for multiple
purposes, are faced with a needless and unnecessary restriction. The rule
assumes a problem of a significant risk of infection where one does not exist.
For all of the above reasons, the requirement at section 9.7.5 should be
eliminated and left to the discretion of the individual hospital.
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QOctober 3, 1981

Ms. Kay Howard

Director

Regulatory Develocpment Section
Department of Heaith

Room 204, Building 3

The Capitol

Charleston, West Virginia 25305

Re: Proposed 684 CSR 386
Infectious Medical Waste

Dear Ms. Howard:

The West Virginia Hospital Association (hereinafter, "WVHA" or "the
Association"), wishes to commend the Department of Health and Human Resources
{hereinafter, "DOH" or '"the Depariment"} for affording opportunity for written
comment relating to the proposed Infectlous Medical Waste Rule folowing
enactment of HB 2141,

The Association would be remiss if it did not comment on the constructive and
pesitive efforts of the Department in the major challenge it faces in
implementing the Medical Waste Act. We wish to express our aprreciation for
the patience and dedication consistently exhibited by the Department since the
passage of infectious waste legisiation.

Prior to articulation of ocur specific recommendations and supporting rationale,
a threshold explanation of the general position of the Association may be
helpful to provide a reference point from which our reactions to these proposed
rules are framed. West Virginia hospitals have a commonality of interest with
the Department in protecting the heaith and safety of heaith care workers,
hospital staff and the patients we serve. Proper management of infecticus
wastes in order to prevent transmission of communicable disease is part of our
joint concern. Thus, the Association supports the Department in its effort to
devise and formulate sound public health measures, within the requirements of
the Medical Waste Act.

The Association recognizes that hospitais, as well as other infectious waste
generators, have a responsibility to our communities to dispose of infectious
waste in & manner which decreases risk of injury and attempts to prevent
infection in those instances of known risk. State government, however, also
has a corresponding obligation.
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Department within fifteen davs of any changes to its plan.
An application for approval of any change in the plan which
is beyond the control of the permittee shall be submitted
within fifteen days of its occurrence.

Additionally, section 5.6 of the rule should be changed to reflect the
flexibility in redrafted section 4.4.

An infectious waste management plan should provide the Department with a
reasonably accurate but flexible guide to the management of infectious wastes
in an acute patient care facility. It should not be a rigid lock step plan
from which major deviations are not permitted without prior approval of the
secretary or her designee,

A second aspect of the plan which should be clarified occurs at section 3.2.8
which sets out a certification requirement. It is assumed that certification .
of personnel in a hospital seiting refers to those personnel involved in the
final treatment of infectious waste and employees involved in transportation,
9.10.8 e.g. the American Hospital Association has developed an extensive
training program for medical waste and smsall volume waste incinerators. It is
further assumed that section 5.2.8 does not involve required certification of
each and every RN, LPN, MD, houseman, etc. that may be in the presence of
infectious waste.

The last portion of the management plan which merits comment is at section 5.4,
which allows facilities time to determine treatment choices.

"The Secretary may grant a period of no more than two vears
for a facility . . . to develop a proposal to modify or
upgrade the treatment process being used.”

The latest estimate of a release date for draft EPA hospital incinerator
standards is June or July of 1892, with final standards releasabie
approximately in fall, 1993.

It is respectfully submitted that the earliest time in which a hospital will

have the ability to comprehensively assess whether or not it wishes to upgrade
incineration capabilities will be at or reasonably after the time of issuance

of final EPA regulations. The danger of using draft federal regulations as a
decision making guide for hospitals is well known. Draft regulations are
notorious in their ability to change in the process of becoming a final product
due to many factors: reaction of the public, hardship imposed upon the
regulated community, costs of complance, ability of the agency to maturely
reflect upon the subject matter over time, and additional considerations
evolving from a public comment process.

A good example of the lack of prudence which occurs in relying upon standards
set in a draft rule has recently occurred in the proposed OSHA Requirements on
Occupational Exposure to Bloodborne Pathogens. The draft was released for
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Infectious Waste Management Plan

All hospitals will be required to develop and submit to the Department an
infectious waste management plan ("the plan") for review and approval. Section
4.14 states:

"A permitiee shall submit an application for approval of a
major change in the permittee’s infectious medical waste
management pian befcre implementing the change. Minor
changes in the infectious medical waste plan may be made
without notifying the secretary and shall be included in
the next application for permit renewal. Al major changes
shall be approved prior to implementation. An application
for approval of any change in conditions described in the
permittee's infectious medical waste management plan which
is beyond the permittee's control shall be submitted to the
secretary within fifteen (13) days of its occurrence.”

The problem with 4,14 for hospitals is obvious. What constitutes a major or
minor change is subjective. Second, a hospital may have to make a change in
any number of aspects of its plan on an expedited basis. If a hespital
discovers that a change should be made based upon quality of care, employee,
patient or community safety considerations, it may be ethically and legally
bound to initiate appropriate changes, be they major or minor, without
obtaining prior permission of the Department.

The Joint Commission on Accreditation of Healtheare Organizations requires
every accredited hospital to have the ability to take immediate action to

eliminate or minimize hazardous conditions that pose a potential risk of harm

to life, health and/or property (Plant, Technology and Safety Management
Standard No. 1). Compliance with this requirement has been identified as 2 key
factor in the accreditation decision process. Adherence to the JCAH standard
has been widely interpreted to require that any (potential) safety problem of
sufficient urgency to require immediate action does not, contrary to section
4.14, require prior approval.

Accordingly, it is recommended that section 4.14 of the rule be changed to
include the following language:

A permittee shall submit an application for approval of a
major change in the permittee's infecticus medical waste
management plan before implementing the change. Minor
changes in the infectious waste plan may be made without
notifying the secretary and shall be included in the next
application for permit renewal. All major changes shall be
approved prior to implementation. Provided, however, that
no prior approval is necessary in the case of a hospital in
anvy instance in which in the sole discretion and judgment
of competent hospital authority, an immediate change in any
part of the infectious medical waste pian is reguired 1o
protect the safety and care of patients, employees and/or
the public. In such an event, the hospital will notify the
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Packaging ) .

Section 5.2.8 requires adherence tco the personal protection equipment as
specified in OSHA Blcoodborne Pathogen Standards, the citation given is "28 CFR
Part 1910.1030", which does not presently exist. The Association believes that
the bloodborne pathogen rule will be released on or before December 1, 1981,

The portion of the draft federal rule pertaining to protective gear appears to
have little scientific basis. If the Department intended at this section to
promulgate the draft standard contained at 54 FR 23041, May 30, 1991, we adopt
the following comments of the American Hospital Assocmﬂon (1etter dated

August 14, 1989 from Mr. Paul Rettig, Executive Vice President, AHA to Mr. Alan
c. MchJlan, Acting Assistant Secretary of Labor) as our own relating to

personal protective eguipment:

"Sae. 19810.1030 (4) (3) of the rule would require that employers make persocnal
protective equipment accessible to employees, and assure that they use it.

Also, the empioyer would have to provide appropriate sizes of equipment, and
clean, launder and repair it as needed. Mandated equipment would include, but
not be limited to: gloves, masks, goggles, face shields, gowns, aprons,
surgical caps, hoods, and shoe covers. Some general specifications for fluid
resistance capabilities would be set by the rule."

"This section of the rule is problematic in several ways: due to vagueness in
some areas, it fails 10 set limits on the employer's responsibilities and, in
other areas, it exceeds prevailing standards of infection control by addressing
situations in which transmission has not been known to occur. In yet other
parts, equipment is required that will not be useful in protecting employees.”

"The rule is vague regarding the employer's obligation to "assure” the use of
equipment and make it "accessible". This is especially confusing in view of
section 1910.1030 (d) (1), which permits employee discretion over when to
forego precautions.”

"Recommendation: Clarify the provision in sec. 1810.1030
{d) (3) (i-iii)_ to require only that the employer take
"peagsonable efforts" to direct employees to use persconal
protective equipment, and to provide the training necessary
for them to use it."

"In several areas, the rule needlessly would require the use of specific: .
equipment which goes beyond what is necessary to prevent occupational exposure.
The provision about glove usage is an especially troubling example of this
problem: the language is so broad -- "gloves shall be worn whenever the
employee has the potential for exposure" -- that the rule could be construed to
require glove use for all contact with patients, including such activities as

simple examinations and phlebotomy. If so, the rule would go significantly
beyond CDC guidance, which focuses on situations where exposure can reasonably
be anticipated. In simple exams, there is no reason to anticipate contact with
the fluids covered by this rule. Alsc, phlebotomy rarely involves worker

contact with such fluids (except when the employee is inexperienced, or has
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public comment May 30, 1889, The final rule is not expected to issue until
December 1, 1981. Due to extensive public comment, it is not expected that the
draft and final rule requirements will be compatible.

The same scenario may apply for hospital incineration standards. Final EPA
standards are not scheduled tc appear until September/October 1993. Thus,
hospitals should have some reasonable amcunt of time in which to determine the
impact of the final EPA rule. Once the standards are known, the hospital
should have one year in which to develop a proposal to modify or upgrade

treatment processes. It is therefore recommended that section 5.4 be revised
to read as follows:

"The Secretary may grant 2 period of no more than one vear
from the date of issuance of final EPA rules relating to
hospital incineraticn standards for an infectious medical
wasie management facility in existence as of the effective
date of this rule to develop a proposal to modify or

upgrade the treatment process being use. Such plans shall
be considered to be part of the facility's infectious waste
management plan."

In similar fashion, section 10.2.7 should be revised accordingly. Calculation
of the maximum three year waiver period should be changed to allow a maximum
waiver period of two years after issuance of final EPA standards.

Packaging and Labeling

Section 6.13 of the rule states in part: "Contractors or other agents may
package or repackage infectious medical waste . . . if the packaging or
repackaging is performed on site where the infectious medical waste was
generated and if no storage or treatment occurs prior to the packaging or
repackaging.” The prohibition of no storage occurring prior to packaging or
repackaging effectively means that infectious medical waste must be packaged
immediately at time of storage. This will prevent a handling/transportation
concern from packaging prior to transport, even if this would be normal
business practice. Containment of infectious medical waste on a temporary
basis may, for a short period of time, be in bags (6.2.4) until the transporter
arrives, at which time the bags may be placed in appropriate transport devices
(6.2.8)., Section 6.1.3 would appear to prevent this practice from occurring.
Section 6.1.2 makes it clear that it is the ultimate responsibility of the
generator to insure proper packaging and labeling. The Department should
consider removing the underlined portion of 6.13.

In an unrelated matter, it is recommended that section .12 s?_iouid -contain an
additional sentence to be added at the end of the paragraph, as fo@lo'_ws

"Nothing in this section shall be construed to prevent or
limit any cause of action by a generator against any other
party for any reasons for which the law gives a remedy.™
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-

exposure situations and:match the precauticns to the potential, rather than
adhering to rigid chec’k}}sts of certain procedures and equipment which may or
may not ve effective in specific instances.”

"Recommendations: Revise see. 1810.1030 (d)(3)(v-vi) to:

o] Require the use of gloves, masks, eye protection, and face shields
for those situations posing "reasonably anticipated exposures”, as
defined by prevailing CDC guidelines on universal precautions.

o Eliminate the distinction among types of clothing., Deiete the
refarence to aerocsolization.
7

o) Delete entirely ‘the sections on surgical caps or hoods and shoe
covers." S

As is evident from the above recitation, there are numerous problems involved
in the present state of development with section 6.2.8. We recommend that any
reference to 29 CFR Part 1910.1030 be eliminated, as final standards do not yet
exist. Should the Department intend to adopt the draft standards, the
Association strongly believes that the DOH should refrain from such action for
the reasons cited above.

Commercial Medical Waste Management Facilities

So much of section 11.5 states that no person may construct a commercial
facility within an area where there is a reasonable probebility that the
facility will cause: _

0 a significant adverse impact upon wetlands (11.5.1)

a a significant adverse impact upon any endangered or threatened
species of animal or plant (11.5.2)

o a statistically significant adverse impact upon any surface water
(11.5.2)

o a statistically significant adverse impact upon ground water quality
(11.5.4)

The above "eriteria® are so nebulous and vague as to be unenforceable.
Inclusion of these vague requirements is certainly not required by HB 2141.

To the contrary, the legislature found, among other things:
"That safe and cost effective alternatives to the

incineration of infectious and noninfectous medical waste
should be encouraged."
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sores or dermatological conditions of the hands, and in those cases, CDC
recommends glove use). However, the real risk in blood drawing procedures is
due to needlesticks, which glove use cannot prevent. Only better training in
alternative work practices can prevent such injuries. In addition, mandated
glove use by phlebotomists could result in injury to the worker's hands and
perhaps a portal of entry for infectious diseases due to the chaffing that

would be caused by changing gloves after each patient {which is proper to
prevent the spread of nosocomial infections between patients)."

"Similarly, by enumerating requirements to wear other protective equipment like
masks, face shields, goggles, and aprons, but not limiting applicaticn to
situations when exposure can reasonably be anticipated, the rule is vague
enough to be construed to require such equipment for all patient encounters,
regardless of the potential for exposure. Such excessive use of equipment
could seriousiy interfere with the health care worker's ability to provide

care. This could have a chilling psychological effect on the health care
setting, where patients or workers could begin to fear others because of the
perception that they are at increased risk."

"OSHA's attempt to differentiate between splashing, spraying, and soaking is
specious, and will only burden workers and the health care facility, who must
then attempt to use this basis to determine when to use "fluid proof' or "fluid
resistant” protective clothing. Because there is no method to assess the
ability of a material to resist penetration of fluids and thus no scientific
measures of barrier effectiveness against bloodborne pathogens, nothing can be
gained by attempting to differentiate between fluid proof and fluid resistant
garb. However, this provision could be relied upon by compliance officers to
demand heavier protective equipment that is appropriate for health care.”

"In response to Question 17, the rule should not include any criteria for the
effectiveness of barriers. The choice of barrier should be left to a

facility's medical professionals based on the probability of exposure, type and
amount of fluid likely to be encountered, and the probable route of

transmission if no barrier were used. For similar reasons, cur response to
OSHA's Question 19 is that puncture resistant gloves should not be mandated for
housekeeping, since in most cases they would exceed the necessary level of
protection. "

"Finally, the requirements for "fluid proof shoe covers" and "surgical caps or
hoods" are not justified by any known risk. Blcodborne disease transmission
has never been shown to occur through spills onto the foot or splashes onto the
scalp.”

"If implemented, these requirements will cause serious confusion for the
employer who is already using CDC's universal precautions. Here again it is
our suggestion that OSHA incorporate CDC's universal precautions, instead of
listing specific equipment and setting standards for its use. In fact, by
establishing such new standeards, OSHA may undermine reliance on universal
precautions -- which attempts to make workers constantly aware of all potential
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including small quantity generators and ambulance companies, local health
departments or small physician groups, nursing homes, etc.

On an individual as needed basis, hospitais may find that requiring manifests
from small gquantity generators may result in better control of infectious waste
received by individual hospitals which is generated off site.

Accordingly, a separate section should read as follows:

12.12. "Nothing in this rule shall prevent any hospital
or other facility which receives infectious waste
from any small guantity generator, inciuding any
ambulance company, frem reguiring a completed
manifest as more fully described in sections 12.1
through 12.5. The decision regarding
implementation of this reguirement is one which
is in the discretion of each individual hospital.
Anv hospital which so elects to require manifests
from any or ail small quantity generators may
refuse to accept any infectigus waste from any
such generator without proper manifesting.”

Miscellaneous

Section 5.7 of the proposed rule states that:

"Disposal of infectious medical waste in this state is
prohibited, except as described in section 10.4 of this
rule.” . _

Section 10.4 of the proposed rule is entitled "Sanitary Sewer". [t is assumed

that the intent of the Department is to allow disposal as found throughout
section 10, and that the language of 5.7 is merely inadvertent.
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The Association agmin wishes to thank the Department for an opportunity to
comment on this proposed rule. I am available at your convenience for
discussion of any of the above.

Respectfully yours,
Gil Delaura
Vice President/General Counsel

1 GD/pdp
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The legislature further found that the public interest is best served by:

"Treatment and disposal in approved regional infeciious
waste management facilities when administrative proceedings
result in a finding that on site or local treatment of
infectious medical waste is not feasible."

Application of the zbove nonstandards at 11.3 will have precisely the opposits
effect. These questionable criteria wiil discourage establishment of
alternatives to incineration and widely penalize hospitals and other generators
that wish to form regional facilities. The only choice that hospitals have due
to the language of the statute at 20-3J-3(1) (the 35% rule) ig to opt for
formation of a commercial facility. Inclusion of the arbitrary criteria
contained above and at section 11.5 will simply frustrate the intent of the
legislature, as no entity, including any given group of West Virginia
hospitals, can comply. It is respectfully recommended that these highly
questionable, vague and capricious standards as listed above be removed.

Non-Commercial Medical Waste Management Facilities

The proposed rule does not encourage the formation of non-commercial medical
waste facilities on a local level. For example, hospitals located within the
same city or town who may be able to realize economies of scale by combining
together in an efficient menner for waste disposal will be unable to do so.

Hospitals in rural areas of our state, already under financial duress, wiil
find themselves in a precarious position if they are forced to dispose of
infectious medical waste exclusively by commercial haulers.

An untenable finanecial dilemma may develop for both urban and rural hospitals.

The Department should develop standards which encourage (as opposad to
discourage) lccal joint efforts among health care providers in respconsibie
disposal of infectious waste.

This goal can be met by using the definitional concept of solid waste
commercial facilities, which is an entity which ". . . shall not include an
approved solid waste facility owned and operated by a person for the sole
purpose of digposing of solid wastes created by that person or . . . cther
persons on a cost sharing or non-profit basis."” West Virginia Case 20-5F-2(c).

Similar flexibility should be given to West Virginia hospitals and other health
care providers, based upon the findings and preamble of the Medical Waste Act
20-5J-2.

Reguirement Relating to Manifests

Section 12.9 of the rule relieves small gquantity generators who elect 10
‘ transport their own infectious waste from manifest requirements. Hospitals
' should have the ability, if desired, to require manifests from any generator
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'ncdzczu waste washing ashore in some coastal s1ares
nd the pc'ccncc threat of contracting the acguirad
.mmunoacnc:c..cy syndrome [rom it. This has led o
restrictive rules governing the dispesal of medical
WISt in MOSst $tates and to mers waste aeing defined
as intectious. Coincidentally with the Sroadening of
the defimition of infectious waste, the apsions for the
irezuinent and disposai of medical wasie zre dimin-
'sh ing beeause of iack of space and 2nsironmental
concerns. In this aricie we defdne amg zharacterize
medical wasie. assess s public heaith implications,
evaluale current waste-ma anagement pracuces, and
examine federal iegisiation in this arsa that couid have

an umpact on hc_l:h ¢are provicers,

MeprcarL Wasts

Despize the 2trention given the subject by the public
and the media and ar all levels of government, the
terms “hospital waste.” “medical waste,” “regulatad
medical waste,” and “infectious waste” are siten taken
10 be synonymeus. Hospital waste refers (o all waste,
ticlogic or nenbiclegic, that is disezrded and novin-
tended for turther use. Medicza!l wasze rasrs 1o matesi-
al generated as a result of che diagnesis or reatment
of a patient, such as soiled dressings or intravencus

tubing. infectious waste refers 1o the portion of medi-

cal waste that might potentially wransmit an infectious
disease.’? Congress and the Environmental Pratection
Agency (EPA) used the term “regulated medical
waste” rather than “infectious waste” in the Medieal
Waste Tracking Act of 1988, because the possibility of
transmission of disease by such waste was remore.?
Thus. medical waste is a subcategery of hospial
wasie. and infecticus wasie, which is svnonvmous
with regulated medical waste, is a subcategory of
medical waste. -

Guidelines produccu bv the Centers for D‘ISC..SC
Control (CDC) have designated five tvpes of Aospi-
1al wasie as infectious — mzcroo:olomc material, path-

ological materzl, contaminated animai carcasses,
blond, and “sharps” (i.e., instruments such s nesdles
or scalpels;.™ "'Hc EPA guidelines zlso include all
waste {rom patients who have communiczble diseasss
and areisclated.” In a survev of U8, hospuals in July
1987 and January 1928, the ovarall rates ~f complis
ance with the CDC and EPA recommendaunns were
32 and 73 percent, respectively, Nt nniv were the
majority oi haspitls in compliance. hut thev alse {re-
quently desiynated addidonal hospiias wuste 25 infee-
tous, including conaminuted fabarator vaste (37
peeene of hoespitals), seegieal waste 78 pergent),
wasie [rom dialysis 163 pereeny, items contacting so-
cretions (62 percent), wiste from atensive aare (37
percent), und emMergrncy roum wasie +i pereensg

A Key componentn evalnaung the ~fect o 2 medi-
cal-wusie ManLLement oroyram v e runnuy of
waste produged per patient, Hosmtallaed oudents
generate about 13 1h ol hospual waste ner ddav, Ap-
proximateiv H700 (ons wre generateg by Ly 1 tosputaly
daiiv, about | pereent of the 130 mn‘un tns o mu-
mcipai solid waste produced annuaiv U, hoypitais
designate at least .U B tans ut wusie per dav as intogs
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ticus {aporoximately i3 percent of toral hespial
waste according o weight).' OF cou rse, the raciion of

medical waste treated as if it were infections incréages

with the number and types of medical waste classifiad
asinfectious.” For example. about 5 sercans of Respi-

tzl waste will be ireatsd as infectious i the CDC

guidelines aTe filowed.’ but 45 percent of hospial
waste could Se considered inrectious under the siedi
al Waste Tracking Act)

.—‘x.thougn hospitals are censidersd 10 be the srimarvy
generators of medical wasts and the ‘Sous of mbss
regulations.™®? they zre cniv 3 parzof ihe heaith care
facilities that generate medical wasts. inciuding
180,000 paysicians' offices. 98,+DO Zeniisis’ offces,
38,000 versvinarians' offices, 13.200 medical clinics.
12,700 long-term health cars Facilifies. 300 laborare-
ries. and 900 free.standing blood Sanks.® Railable
data are not available on the amoun: of medieai waste
produced from these nonhospital heaith cars sites. In

acdition, there are 2 miilion ‘diabesics and (.2 millien

intravenous drug abusers natonwice wio usg-mors

.than | biilion insyiln-tvpe svringas annuallvwhich

are not regulazed.”

Pustic HeEartH EFFECTS -

Most proponents of state and federal medicai-waste
legisladon have claimed that medicai wasts poses a
threat to human health and must tnerefors be serictly
regulated. Howsever, the allsged hezith hazardsef our
current medical-waste disposal pracuces have aot
besn demonsirated. The potenual fnr nlestion from
contact with medical wasts sther than sharps is virtu-

ally nonexistent.!! Contaminated sharps ars the oniv
form of medical waste that has Seen 13scciaces with
the wransmission of infecticus Jisease. This 's not sir-

prising, given the innnsic capaniii U inaros  diss

rupt the integrity of he skin anc .nismcuzs @ fenious
agents into the wound. Al thewezors leser ". ng .
transmission of intscious agents o ok
sharps have occurred in serungs

health care. however, and none nove
with environmenzal injuries ngourn
al of the wasie outside the mmsmua;
demielegic evidence that hospitzy wists is

tices have caused diseass :n:nz ammuniy

Mepicar WasTte ManNacemesT 1~ THE
UniTED STaTES
The vast majority of L5 uspizs lesignase zne
ireat waste, [ncluding micrmnicicsis Doonts, puineisy-

) specimens. maienai TNMojEnentonosLatiun,
':mnu and sh"rp; ¢S IAleCtingy U

niccrious wasie is Most cammoms S hnerdled — Ay
to 93 percent of it depsnding wa ins one
Aboutone third of U3, fespitdls sterinne mmar micre-
biologie waste with steam. ana anout e our
hlood down a drzin connecied 1o a curiiar sewerun-
published datar, Maost siates oo ts lical
wasie that are overly resinigine, oo ne
the volume of infeciious wasie rnar mulr ne treaize ™
at the same tme, they nava resin ‘e ouse ol 2urs
@in treetment methods, su00 o5 T Duaeal o regu-




The West Virginia Hospital Association and Momongalila General

_Hospital submitted this article as part of their comments.
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of medical waste deposited on beaches mav not Se
reduced by the reguirements of the act — its principal
puroose, - -

Secend. swudies have shown that U3, hospials are
generallv in compilance with the CDC .nfc"'t'ous-
waste g uideiines. In t..ct, mast hospials consider mors
tvpes or medical waste infectious than the \.DC rec-
smmends.’ Possibie explanations for this averly broad
dednition of Infeciious waste include 2 misintarpresa-
tion of uruiversal precautions (1.e., the Incarrece belisf
that all patent-coniacted wasts must he wraated =5
infectious),’” overi v restrictive siate reguiations, and
fear that the hospxtai may d¢ idenufled as 2 misman-
ager of ""u:dic b waste by state or feczral survevors
who might checse to include items among the ‘cguta:-
ed waste {or assthetic reasons of perceived heaith
nsks, In addition, in cariain locations used for patient

are {e.g., operating rooms and emergency rooms) it
mighc be difficult to maintain separate was:e contain-
ers jor regulated anc nonreguiated medical waste in a
manner that ensures no coniusion. In such situations,
some facilities have decided 1o designats 2l waste as
regulated medical waste, :

Third, household wasts contains on average 100

limes more mzcroorgan*sms with Da:nogemc potential ’

for numans than medicai waste.'*® Frem our daily
experience with household waste and decades of waste
removal and burial in landfills, we can deduce that the
incremental health risks from the less micrebially con-
taminated medical waste are nominal.

Finally, with the exception of sharps, which have
caused disease only in occupational ssttings, there is
ne scientific eviderce that medical waste has led to
disease in the hospital ¢r the community. 2 Although
the public is concarned that bicod-horne sathogens,
such as hepatcitis B virus and human immurnadefcien-
ev virus (HIVY), could he contracted ¢ rough acciden-
cal exposure to infectious waste in the snvironment,
the probasliicy, un theoretical grounds. that the evants
necessary for infection to0 cccur and that a person will
acquire HIV infecoion rom a neegdie on 1 heach is
vanishingly small (1 in 5 billien to 1 i1n 350 cril.
lion),"'#** although sharps are the only medical
waste known to he involved in disease transmission,
therc are several medical wastes that are regulated
because of aesthetic considerations and the nerccived
rather than pmw-d risk of disczse transmission. Ex-
cept in the case of pathelogical spec:mens, 1he use nf
sesthetic eritenia for the requlation of wiste is subjees
U'v!.‘ aned U:L..L}Jll'ah(\ 2 controverstal TfCCL"'Q"lL

The Medical Wiste Tracking At ulo reguires all
reruiated medicul waste o be anc oniv treated (e,
processed to reduce or eliminate 1 sotennal tor cause
g diseaser but alsu destroved, o (it s no longe
or reeognizable. This eaviroamenial swndard could
ait the deveiopment o aew furms of wechnology
that would provide “treatment” wihout “descruction”
and would render previcusiv avaianle mothods of
ireaiment (e, steem stenlisntion withowl subse-
quent destruction) Hiegal. In ceditcun, the terminols
ogy associated with some cawgories s acnuious,
suchoas ™

= SOUNDING 30ARD

ems saturuied and/or dripping with human

L
a

bloed.”? Such an approach weuld result in an snor-
mous increase in the volums of reguiated madical
waste and in the coss of bosplmi-wastc disposal. well
ocvcna the EPA estmate of 33,737 per nospital ser
vear® To filustraze, 2 New York academic cantar re-
portcd that to compl¥ with the ace. it increases th
amount of .cgd‘avcd medical waste by 315 sercen
from 1984 (++3.000 lb) :0 1388 [1.337.2C0 Ik, The

- "

wotal cost 11crcased ;,.—x 700 percent. from 3105060

1o $833,000 ger vear. resuliing in a rise :n the 2mly
cost lor rcgulatcc mediczl wasta mer natient Tom
51.04 o 35,15, This afecr was 'argely :he resuic of
considering a {arger portion of medical wasts a3 § regu-
tated medical waste and of the :'ri:'t‘crcr.cc in cost be-
tween the disposal of onr:g'u'a fle, 30.02 10 30,03
rer pound) and regulated (ie., “G .ZO o 30.50 per
pound) medical waste. On the basis of these data and
patent-census data from the American Bospial Asse-
cration, it would cost U.S. hespitals aboue 31.3 tilljon
a vear to comply with the .\Er cal Waste xr“c\mg
Act — approximately seven tirmes the amoun: L8182
millien) aiiow:c: by the faderal government in ?48 far
ail childhood immunizations. Ultmazeiv, this adci-
tional cost will be passed on 1o the public in the form
of higher medical fees. insurancs rates, or raxes.
Nonetheless, because of intense and often misiead-

ing media coverage of this issue and a fack of uncér-

standing of disease transmissicn. the siates and the
federal government creatsd striet regulatons. which
aggravated the problem bv definin g more wasie as
infectious. To complicate matters further. some wasie-
treaiment options such as landiiling have neen =iimi.
nated, and others such as imcineration mav ne elim-
inated. The result is an extraordinary inirease in oost
with no environmental or suhlic Aeaith hensit, The
medicai-waste policles that have sveived rom oer-
ceived risks over the past "sw vezrs should Se sup-
planted hy rules hased on scienufic tuasiderations.
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lated medicai waste in sanitary landfils. The evi-
dencs suggests that unereated ’rcd.cal wasie @n be
disposed of safzly in such lan nafilis provided that pro-

sdures are used 1o prevent i< from coming in contact
wizh workers dunng disposal.!! Siudies cemonsirate
that pathogsnic bacteria ang wviruses are sigruficantly
reduced in numoer in properiv aperzesd sanitary
landfills because of such processes as thermal inzetiva-

tion, antimicrobial cnaracieristics ol the leachate, and

adsorption to organic matenal in soiid waste ' T'7 AL
though on average mumeipal solid waste contamns

more microarganisms with pathegeate zotendal for
humans than does medical waste. &% thers are no ra-

strictions on the placement of murnicipal wastes into
landfills, {n any svent. the wse of sanitary landifils for
medical-waste disposal is not a satisiactory long-term
alternative. since one third of che remaining land-
flils will reach their capacicy within the nexr Awve
vears.” Clearly, proper hospitai-wasie managemen:
must include methods to recuce the oral ourput of
waste and o recycie or reuse mecical maten tals when
[easibie.

Paradoxically, aithough strict waste-tracking laws
encourage on-site incinefation.’ tough emission re-
strictions are discouraging the use of this form of
waste disposal,? even though thers are no known in-
fectious health hazards associated with properly op-
erated incinerators. Incineration produces a steriis
ash,?* thereis nodifferance between bacteria in stack
ermissions and those in ambient air,” and when Bagil-
fus subiilis, for exampie, I3 mixed with was:c§ It'is [nac-
rivazed.”

Although Haspual and municipal waste incinerators
generate a variery of chemicals, SLC"I. as carcon mon-
oxide. metais. dioxins, and furans.?* ao heaith risks
from their generation in this wav have been demon-
strated. Nonetheless, sublic nealth anxietiss abeut the
chemical smissions [rom incinerdtors mandate further
investigation and the subsequent development of
scientifically based ermission standards. Currendy,
sta:cw‘:dc moratoriums, stringent rules. and require-

nts for permics resteicr hospitais Tom using : inciner-
‘ators even if they have aireadv heen insialled. As a
conseguence, regulated medical wasics are sometimes
:ranspor:cd long distancas to regienal incinerators, in-
creasing the costs of disposal.

THE MEedicar WasTe Tracxrive Act oF 1988

The heach wagh-ups and resuirant heach closings
hrought pressure on state ana lsoaral legisiaters o
nrevent future closings, and sevaral siaies issoed strict
emergency reguiatons. The Memiczi 'Waste Tracking
Act was pushed rapioly througn Congesss in October
1288 and signed inwo law nn Nowamber | [( airected
the EPA 1o Beqin a twoe-vear suol prngram on the
disposal ol inlectious waste, MItnougk tne act expired

on June 22, 1991 2nd ulectez ontv ingr states [ New
York., New [fersev, Connecnicur. zad Rhude Island)
and the commonweaith of Puaerto Rico. itis likely that
it or similar legislagon wiil e aciuded in the coza-
therzation o the Resource Cunservauen and Recov-
ey L ACL

in 1392 ape will he ~xieadea 0 a1l the stazes.

XE Aug 29 03D

Under cthe tracking plan. heaith care providers 1phvs:-
cians, dentists, veterinarians, small c'.:mcs, laporato-
ries. and hospitals) thar generare more sRan 30 ib Bt
regulated medical waste ser month are requirsd o
maintain detailed records that rrack such wastes Fom
point of origin w Gnal disposal. At present. the EPA
has sxempted providers inar generate fass than 30 b
zer emb itom the il tracking reguiremenzs of
the act, but not from orher requiremencs far ciscesal
and treatment Those shat do not comgply are subject
to civii pcvmlucs of o ro 323,000 per dav and snimu-
nal penalties of uz o 330000 zer Zav for =aca
viclatzon and a maximal penatry of 3ve vears in
orison.?

The passage of this law was oppeses by the CDC,
the Association %r Pracutionsrs of Infection Conrol.
and the Nationai Insurezes of Health. ail sf vhich
testified that medical waste generated 1n tradizional
health care semtings posed no hazard (o the general
public, aithough 1t was an occupacenal health con-
cern.’ The same conclusion *vas reached bv thg Agen-
oy for Texic Substances and Dissase Re@smy of the
Depariment of Health and Human Services. which
oresented a report to Congress in September 18904

If regulatory control wers based on epidemiciogic
and microbiologic datz. only two tvpes of medicai
waste would require special handling and reatment
— sharps and microbiologic waste’? Such an ap-
proach should be the basis for 2 wnilorm defnitien of
rezulated medical wasze, which could Be monitored by
appropriate accrediing agencies. such ds the Joins
Cammission {or the Accreditation of Health Care Or-
ganizations or the State Division ol Tacliee Services,
during their periodic revigws.

THE DIsCREPANCY 8ETWEEN Sciznce anND Poulcy

Governmenrai requiacions ars :nizncea o protect
the public health and limie the :‘:’;"'.’:‘..._31.0’1 5t me an-
virpnment by rmedical waste. 1.5 2voremely anlikey.
however, that the Medical Waste Tracking Act - -.ul
haveany effect on the public nezn ur sosveans medice

debnis from washing ug on guruc "exches, Br ievardl
reasons.
First, three dewailed rezaris o te2en wwash-ups,

found that abous 95 percent o rne vaste o0 Tezches
was debris such as waec, i2508s, 1ng papar. Ang
medical waste. " Dasoite axiansie AVESTZALONY.
the washed-up matenals couid nni ne traces 13 tiezal
dumping or 10 2 specific 1ource, suun s 3 AGsnial But
were reiated more dirscily (0 mais Y tewada.
treatment svstems 1nd orohaisng » and qur-

soneg. S EPA offaials ackanwinzged tnul seme n i pers
cent of the r"t:::'icai wagie thal v isnes Ashnee mone
summur of 1988 vas feintea 'o orayes ang wds e
use in nome hedltn cors o nrasenous rUr ARuse
Chemicai analvsis dentfied dswan 0 ~ncllne .n
three of Rve sy n;:f's ml!cc:cﬁc srarne B2 Barur
Studies Program,‘ SHAELennLedT - LRl e A en
1 heachl is nne 100 MaRy, "ne el Woste Uracxe
g Act will not prevent in L lluemIb LDDGUTINCS,
bBecause wasie !Tom Rome neasn Aty AnQ airaues
rous drug users i3 06l reguiatet  Dhus, e Aeant

5] ')




COMMENTS OF THE
WEST VIRGINIA MANUFACTURERS ASSOCIATION
TO THE WEST VIRGINIA DEPARTMENT
OF HEALTH AND HUMAN RESOURCES
64 C.S.R. SERIES 56
INFECTIOUS MEDICAL WASTE REGULATIONS

On September 3, 1991, the West Virginia Department of Health
and Human Resources filed with the Secretary of State an emergency
rule, 64 C.S.R. Series 36, covering infectious medical wastes.
Accompanying the emergency rule was a notice of a public hearing to
receive comments from the public regarding these rules.

The WVMA represents a broad cross-section of large and small
industrial concerns throughout West Virginia. The emergency rule
will affect several of the member companies. In keeping with WVMA's
supportive position regarding the development of sound and
reasonable regulations affecting its members, the following comments
and suggestions are offered for your consideration:

1. Secteon 2: Exemptions

Chemical waste incinerators, which are permitted hazardous waste
management units, should be exempt from the requirements of this
regulation. To ensure that the medical wastes are managed in an
environmentally sound manner at RCRA permitted units, the following
language is suggested for inclusion in Section 2. Exemptions.

"2,2.3. Small quantity generators which burn infectious medical
waste and which have received a hazardous waste management
permit is i{ssued by the State Air Pollution Control Commission
must comply with the applicable parts of Sections 5 through 9."

2. Section 64-56-3, Definitions

Section 3.22 defines a small quantity generator as any generator of
infectious medical waste who generates fifty (50) pounds or less
during a one {l1) month period. One of our member companies
incinerates about 100 pounds per month of medical wastes that have
been consolidated from two plants. We request that this definition be
revised as follows:

"3.22. Small Quantity Generator - Any generator of infectious
medical wastes who generates an average of one hundred (100)
pounds or less during a calendar month."

I

A(A ¥

-_-VLI

S




382 : _THE NEW ENGLAND JOURNAL OF MEDICINE Avg. 22, 1991

1. Agency foe Toae Subsiances and Disease Regutry. The public health imptis
casions of medical wagie: 2 report 1 Cangress, Wahington, D.C.: Depart.
mant of Hemdh aad Ht.ﬂ‘_"l Services. 1990,
12, Rutzla WA, (nfactiols wasls - & growing pradlem fee wafaciion conmal.
Azepsis 1987, 324,
13, Engelorecht RS, Weber M, Amirhor P, Foster OH. LaRossa D, Biolageal
properties of santasy landfill leachate, n: Madina JF Jr. Sapk 3B, s,
Vm.s sarvival n wile? and wastewaier sYRlEms, Ausuns Ymiversity of Teas
1972 2T i '
[E) Coope: RC. Poater JL. Lesng €. Virus survival :n olid waste leachates, . ' =,
Warer Rer 1475 97339, ' o . .
5. Pohren HR. Mcroorgamsms . mamesal selid wvaste und public heanh !
imalizanons, CRC ot Rev Eaviron Concral (937, §7.137-238, -
18, Semey MD, Wallis C Mleloiek JL. Stugies on te svival i fate of ’
<Rtcrovirises sk an sienmental madel ol & munwnpai scltd. WK I.-umﬁ:l
and fezchate. Appe Sictobied (975 J0.545-32 !
17, Sobsey MB, Felc sarvey of aneng vimites 1 alkd waste la.-sdﬁll feschaces. '
Am | Public Heah 1973, 63.35864,
19, Althaus 4, Sawarwald M, Sewrommedik E. Hyvgienische Aspeite bet Jer
Atfalibesaitigung. Zonimibi Bakienol Misbior Hug 1B] 1983: 17%:1-29,
19, Kainowski G, Wiegand H, RUiden H, Uber gie micsmieie Xantammnation
von Anfilien 2us dem Krmnkenhaas, Zzrorubl Sakienol Mikmbaod Hyg | 3] -
1983 178: 36279,
30, Jager E. Xarder L. Ruden H. Hospuia) wastes. |. Communicziion; micms-
bilagical invesiiganons of hospral wasies from vanous werds of a big and
of a smalier hesmtal 1 companion (6 nousehald refuse, Zemewibl Hdyg
Umwelrmed 1989 185:541-54
21, Mdse IR, Rewnthaier £, Mikroowlegisthe Untertuchungen par Kontamina
tian von Krankenhausadfillen und Haeshaitsmail. Zengaigl Bakiesiol Mis
krobiof Hye (B 1985 131:98-1 19,
22, Caonnelly A, Scarmao PY. [solabwon, charcienzanon and ident:fieation of
mIeTear RS foom 2bontory ind fual-teals ianafitls, Qincinnatt Enwis

renmental Proseciion Agency, Muncpal Envirmaments Ressaren Labocs- e
torv, OfHes of Research and Development, 1934, rPuslicanon no. (EPAY oy
5002.34.11%.)
3. Beck M, Buned alive, Mewrweek, Movember 17, [939:66-7 1, 754, Lt :
24, Blenkhan J1, Qaldand D, Zmmission of vaole Sacteny in the exhaes fAue

pases feom a hospial incneratos, ) Hoso Infect $989: 14:73-8,

35, Barba PD. Tent rsuits from bacenad wmple burns from aine infectious
wasie ncmermons, Im Mid-Atlactg Awr Polludos Coarel Alsosiaios
Meting, November 1987, Atdantue Cay. N,

15, Enpvirenmenty Protection Agency. Summary of potentiai nsk from hespad
WIS IRIERN0n; pMROLENS IR Ar smissions and reduer, Wathingion,
DLC: Government Prinnng Office, 1939,

27. Aflen RI, Brenniman GR. Logue RR. Suand YA, Emittion of wrbome -
bagiena from a hospual incinerator. 1 Air Polin Control Assoc 19392 Lo
391648,

28, Siavik N. The dilemmz of edical waste memeration. Health Facdities
Management. Scptember {983:22.9, .

T2, U.5. Conxress, Office of Technology Assessment. Fnd:n;du Rz for mane
aging medical wanes, Washiegten, D.C.. Gevernment Prncag Qffice,
1990, (OTAG=59 )

30. Dnwer|H. Roters HW, Claxwn LD, ‘-1ul.u=‘|mwut'cwmumunc-nusms
from 3 Sromedical waste Incinerior in: '-"ucm:ﬂp of the |9%9 Incmners
anon Canferense nf the Univertsty af Ciifomia, [mvine, Kngzville, Tenn.,
May =5, 1949:5.3. 155,11,

11, Housc nt Represenouves, Commettes on Eneery and Commerne. Regulas
o of | wisis, 'Washinyg o.C.. Covernment Prinung Offco.
1958, Senal no, 100-187 )

3. Ruwla WA, “Weber DJ, Envizonmental siuet 2na setocomial infoetions., {n:
Faroer BF. od. lalection contred i inensve taze, Climes i unneal yane
modrtine Vol 12, New York: Churemsl! Luvingsione. 1947:131.71.

33, New Yurk Stie Department of Environmenial Conservauon. inveangwion:
wurees of bogch washups i 1935, Albeav, N.Y . Stue Depuniment of
Eavaronmental Cunsarvation, Desamber (948,

4, Exvironmental Protestion Agonsy laveniony of medical wasie beach washe
ups — Junc=Cctoder 1548, Fairtax, V.. ICF, Mareh 1939,

35, Q'Huza KJ. Trash on AMencs § beacnes: & a30onal ssessment, 'Wahmg-
ron. 0.C,, Center for Manme Cumervation. |939

I, Eavwunmentd! Protegtion Avency. Medical wasie management in twe Umiee
ed Stales: soeon) tenm eport o Congress. Yamnpoa, DG, Gowerne
ment Prinune Cffice, 1490, LEPASSIL SWLSANKT ALY

17, Revommemlaons for preventon of HIV mmasmiaszon i hooith-care st
nngs, MMWR [URT. 35:5upmd 28,3404

I8, St Luws ME. Rauch KU, Poterwen LR 12l Sercpmvilenes moicu of humua
AT I REY ¥ 1705 VT ELTION of »3maned Roagilals 1 1he Lnkid S,
N oTawd ] oMed RN 323 2038

39 Lew HH, Wens 5H, Brvwa L, ot ol Jaierts of HIVSS und HTLY-01 in
TRV ALY JEUK S PR e amidd ke sUunere Ll izl regiony Ik te

. USA T Imteet O I'J‘JU 162, 147.52

4. Slade IS, Mg BB, 2glin B2, Colboumne 55, sunz JB. The \urwwi ui
lamar mrrur'mc'ms.my witun i wEE Wyt und ed water, Water Sor
Technod 193692, 21:55.4

db, Hesaxk L, Meren K, Salansddia SZ, Tunuresa 5. Masshum 7D, Siutwluy
' and amsetivation ob HTLY-ULAY anoer oimwal oy lonsony waviroas
E mgaty JANA 1I%A, 135 | SRTN
' 42,

Hendeowon DK, Fukev B, 'Wally M, 1 ab 2iak ‘e tecupunionad (mssmpn-
san ul humgn ImmUEEREEeREyY s Gpe | CHIVE saediaicd with
WA SREVUARAL 4 SrUARGILYE dvHYLben Anp inlem Mo [RRR 33
talkf,




"A small quantity generator which receives less than twenty-five
(25) pounds per month of infectious medical waste from off-site
facilities which are under the ownership of a common parent
company is exemp: from the requirements of Sections 9.9, 9.10,
9.11 and 9.12 of this regulation.”

7. Section 10.2 Incineration

This section is not necessary for RCRA permitted incinerators
which burn small quantities of infectious medical waste. Because
emission standards and waste disposal requirements adequately
limit releases and disposal of incineration byproducts, RCRA
permitied units which burn small quantities of infectious waste
should e completely exempt from this section.

If this recommendation is not accepted, the following comments
are provided for consideration.

Section 10.2.1, provides: "All incinerators of infectious medical
waste are required to comply with applicable State laws and with laws
of the West Virginia Air Pollution Control Commission. This language
should read:

"All owners and operators of infectious medical waste incinerators
are required to comply with applicable state laws."

Incineration requirements should be performance based rather
than design based. Monitoring of carbon monoxide emissions is a
valid indicator of incinerator performance. It is recommended that
Sections 10.2.2 and 10.2.4 be revised as follows:

Renumber 10.2.2. as 10.2.2.1. .
Add a semicolon ";" and the word "or" at the end of 10.2.2.1.
Insert the following after the word "or'™

"10.2,2,2. Whenever infectious medical waste is present in the
incinerator combustion chamber, carbon monoxide emissions shall
be less than 100 ppm on a sixty (60) minute rolling average
corrected for stack oxygen concentration according to the
following formula:

CO¢c = COpX 14 where

21-Y

CO¢ is the corrected carbon monoxide concentration.

CO,, is the measured carbon monoxide concentration of the

incgerator exhaust gas prior to release to the air.

Y is the measured oxygen concentration (by basis) of the

incinerator exhaust gas prior to release to the air,




The following comments cover Sections 5 through 10.
3. Section 64-56-5. Infectious Medical Wasie Management Plan

Section 5.1. provides: "All infectious medical waste management
facilities shall develop an infectious medical waste management plan.”
Sufficient time should be provided to allow completion of the plan for
facilities which are not required to obtain a permit. The following
sentence should be added:

"Exigting facilities which are small quantity generators, shall
develop an infectious waste management plan within ninety (90)
days of the effective date of this regulation."”

4. Section 64-56-8. Packaging and Labeling

Section 6.3.1.1 provides that waste shall be labeled with "The
name, address and business telephone number of the generator.” This
requirement is unnecessary for wastes generated and treated on-site.
The following sentence should be added:

"This requirement does not apply to medical waste generated and
incinerated on-site.”

5. Section 64-56-8. Storage of Infectious Medical Waste

Section 8.8. provides: "All floor drains shall discharge directly to a
sanitary sewage disposal system which is in compliance with Sewage
Rules, 84 CSR 9." Some member companies store wastes in sealed
containers for short periods of time in diked containment areas.
Insert the following after the word "system":

", or other equivalent containment system which prevents any
spilled materials from reaching the environment,”

6. Section 64-56-9. Transportation

Section 9.3.2. provides that a generator that transfers infectious
medical waste on-site is exempt from permit requires provided: "No
off-site infectious medical waste is knowingly and routinely accepted
for on-site transfer." At least one of our member companies receives
small quantities of waste for incineration from two common parent
company plants. This section should be deleted or revised to exclude
infections medical waste received in deminimus amounts. The
following language is suggested for inclusion at the end of 8.3.2.




WEST VIRGINIA STATE MEDICAL ASSOCIATION
Written Comments on
Proposed Rules Addressing Infectious Medical Waste

The West Virginia State Medical Association wants to thank the
Department of Health and Human Resources for this opportunity to comment on
the proposed rules addressing "Infectious Medical Waste".

The proposed rules provide complex procedures for generators of

large amounts of infectious waste. There are considerably fewer requirements
for those who generate smaller amounts of infectious waste. The guidelines for
Small Quantity Generators (SQG) provide that fifty (50) pounds or less of
infectious medical waste may be produced in a single month.
It appears that an exemption iz needed for exceptional situations where this
limit may be exceeded on an occasional basis. Otherwise, these typically small
generators would be subject to all of the responsibilities and requirements of a
large generator even if they only exceeded the monthly limit one time.

It is possible that a SQG could exceed the weight limit in any given
month due to circumstances beyond his or her control; ie., a flu epidemic, an
unanticipated increase in a particular type of illmess which is transient in
nature, ate.

To force a physician’s office to adhere to the requirements of a
major generator for what is an exception is unreasonable. It would be more
appropriate to allow up to three months of exceeding the limit of the SQG per
year before forcing them to adhere to the large generator requirements.

Another approach might be to state that if an SQG's average

monthly poundage exceeds the 50-pound limit by 25 percent over a 12-month

fesired /ﬁﬁ/f/




Renumber 10.2.4 as 10.2.4.1.
Add a semicolon ";" and the word "or" at the end of 10.2.4.1.
Ingert the following after the word "or":

"10.2.4.2. Carbon monoxide emissions shall be continuously
monitored downstream of the final combustion chamber but prior
to releagse to the air. Continuous monitoring records shall be
maintained for a period of three (3) years."”

Section 10.2.5. provides that incinerator ash shall be analyzed
monthly for total organic carbon {TOC} and annually for metals. For
the small incinerators ash is removed about once per quarter. The
company would prefer not to shutdown the incinerator for the TOC
analysis. This section shouid be revised to address infrequent ash
cleanouts. Due to the nature of our incineration operation an annual
composite analysis for TOC will be sufficient. The following language
is suggested:

"10.2.5.1. Owners and operators of incinerators which are used to
burn small quantities of medical infectious wastes shall analyze
the ash sample annually for total organic carbon content.”

Section 10.2.6. This section will require incinerator operator
certification and payment of an operator fee. Section 4.15, which
exempts small quantity generators, should be revised to exempt small
quantity generators which also incinerate medical infectious waste in
permitted hazardous waste management units. The following language
is suggested:

"4.15. Small quantity generators who generate infectious medical
wastes in the provision of health gervices in their own office are
not required to obtain a permit and are exempt from Section
10.2.6., operator certification and operator fees."”

Section 10.2.6 should be revised as follows:

"10.2.8 Two (2) years following the effective date of this rule, all
owners and operators of infectious medical waste incinerators,
except as provided by Section 4.15., shall provide written
registration to the secretary. The secretary shall........ccieveeeeees "
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WEST VIRGINIA UNIVERSITY HOSPITALS

October 1, 1991 . | - R RECEIVED

Ms. Kay Heoward

Dirscreor, Regulator§ Deparﬁment O>‘1991
Department of Health & EHuman Resources

Reom 204, Building 3 : REGULA EVELOPMENY
1900 Kanawha Boulevard, East TORY B
Charleston, WV 25305 : . , SECTION

Dear Ms. Howard,

Please consider the following comments concerning the September 3,
1991 Department of Health proposed rules for infectious medical waste.

1, The proposed rules were formulated and developed utilizing
HBZ14]l as a basis. The regulations of other states have also .
been considered as well as comments received from several
constituencies, The process has been very nealthy and the
department should be commended on its efforts. Entities
currently involved with proper infectious waste handling,
treatment, etc. will, in most cases, be only minimally
affected by these regulations.

2. The use of the words "infectious waste' is a misnomer and most
misleading greatly affecting public perception. The definition of
infecticus waste in the Medical Waste Act states that it must be
"ecapable of producing infecticus disease’, meaning potentially
infectious. Most healch care/infection control persons would agzree
that less than 1% of what is included in this definicion is cruly
"capable of producing infectious disease". Current good common
practice in hezlthcare segregates, handles and treats potentially
infectious materials as the law requires. This should continue as
the propesed rules require. However, the proposed rules reinicrce .
negative public perceptiocn by extensively utilizing the term
"Infectious Waste" when meaning "Potentially Infectious Waste'.

I recommend, as other states have adopted, substituion of the zerm
"Regulatad Medical Waste". This simple revision will more
accurately and appropriately describe what is in those red bagzs and
provide a better basis for educating those nct knowledgeable with
the industry.

3. For large generators of regulated medical waste the labeling
requirement to include date and weight on individual containers
will greatly increase the cost and serve no known advantage. wWhen
storage and transportation is performed om a bulk basis, dating
and weighing the entire load on a bulk basis should be allowad.
Other labeling requirements as indicated in the propcsed rulas are
appropriate.

Facilities Management Department
Ruby Memorial Hospital West Virginia University Children's Hospuital  Jon Michael Moore Trauma Center

Box 83027 Medical Center Drive  Morgantown, WY 26506-8027 Telephone 304-5984125 FaX 304-3954lea
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period, then they would be considered large generators and would be required to

adhere to those guidelines.




MEDICAL PARK "W=EEZLING, WEST VISSiNIA 22052 3
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September 30, 1991

Ms. Kay Howard - S
Divector, Regulatory Department

Department of Health and Human Rescurces
Room 204, Building 3

1300 Kanawha Boulevard, East

Charleston, West Virginia 233053

Ra: Proposed Infectious Medical Waste Rule
Public Hearing October 3, 1991

Near M3z, Howard:

I am writing in reference to the proposad rules on infactious waste.
Wheeling Hospital offers the folleowing comments:

1) We believe that incineration should be permitted for 'a group of
hospitals that may want to create a regional imfectious waste
facility. The proposed rules contain ne mechanism for hospitals o
band together and establish a non-commercial regional infectious
waste facility. The rules should be changed exempting hospitals frem
having to follow the requirements of a commercial medical waste
management facility,

2) We believe there shculd be provisions in the rules to allow a
hospital to accept infectious medical waste from ancther hospital for
ninety days under temporary conditions. Examples of temporary
conditions could be repairs to incinerator, refractery relining of
incinerator, and modifications to incinerator.

3) Under transportation requirements:

a) We agree with rule 9.7.3 that vehicles shall be cleaned and
disinfected following leakage or spills.

b) We disagree with rule §.7.4 that vehicles shall be cleaned and
disinfected prior %o using the conveyance for any other purpose.
If the infectious waste is properly packaged and there is no
leakage or spill, then the vehicle should not have to be cleaned
and disinfected prior to any other use.

c) We disagree with rule 9.7.5 that vehicles shail not be used to
transport food, foodstuffs, food additives, focd containers, or
any substances to be ingested by people or animals or applied to
focd or feed., 1If the vehicle has been properly cleaned and
disinfected, there should be no reason why the vehicle could not

then be used to tranmsport focd and foodstuff.

L)
Mermber of Volurtary Hospiisis of Amerca, Ine, D

]
L
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Ms. Kay Howard
October 1, 1981
Page 2

4, The requirements for treatoment of regulated medical waste by
steam {autgeclaving) are much more stringent than necessary.
The time of steam treatment as indicated in the propesed rules
should be reduced by 50% to conform with commeonly used
processing times that obtain sufficient kill rates.

5. Alternative treatment methods must be encouraged, however must
be carefully reviewed. The proposad rules appear tc have
sufficient safeguards, however it must be recognized that EPA
guidelines for testing protoccls are nom-existent at this
time. The reliance upon the Federal Imsecticlde, Fungicide
and Redenticide Act (FIFRA) for registering disinfectants is
alsc not appropriats because of the microbiological nature of
infectious organisms. Alternate testing mechanisms must be
allowed. To allow alternate treatment methods to be
developed, and regulated, the discretion of the Secretary of
Health must be stressed.

Thank you for considering these comments.
Sincerely,

Bt i

Robert J. Carubia
Facilities Management

RIC/bp

®xct Dr. Joseph Shock




Ms. Kay Howard
Saptember 30, 1991
Page Three

I apprecidte the opportunity to . comment on the proposed rules, I would
hope the Department of Health and Human Resources would consider these
comments in finalizing rules and regulations, While wa share vour czoncern
that infectious medical waste should be properly handled and disposed of, we
would hope that the rules and regulations also be practical and not
significantly create problems and unneaded expense for health care facilities.

Verv truyly yours,

{ "/ 7/;;"-"’:._«/,1- f»;

< ¥

L. E. Beoddorf
Azsistant Administrator

LEB/1r

RECEIVED
LT 02195

REGULATORY DIVELOPMENT
SECTION




Ms. Kay Howard
September 30, 1991
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4)

6)

7)

g8)

Rule 4.1 refers to certain facilities that are exempt by Sections
2.1, 2.2, or 4.15 of this rule. We avre unable to locate rule 4,15,
Pernaps rule 4.13 was omitted from the rules or is a misprint.

Rule 5.2.6 refers to disposal methods consistent with Secrtion 10.4 of
this rule ,
and

Rule 5.7 refers to disposal of infectious medical waste in this State
is prohibited, except as described in Section 0.4 of this rule.

Section 10.4 is the Sanitary Sewer.

We believe the referernce to Section 10.4 is in error as there are
other methods of treatment - 10.2 Incineration, 10.3 Steam
Sterilization and 10.5 Alternate Methods in additiecn to 10.4 Sanitary
Sewer,

Rule 10.2.5 requires incinerater ash to be tested monthly for total
organic carbon content., We believe testing monthly is an excessive
requirement and added cost. We suggest annual testing as adequate.

Annual Permit Fees:

a) We believe the annual fee of $250 for a transportation vehicle
for "on site”™ hospitals should be reduced to zero,

b) We believe the annual fees for heospitals are excessive. They
should be reduced, based cu bed size, to a maximum of $500.

c) We would suggest that infectious waste facilities that are
located on contiguous property only be required to obtain cne
permit. In our particular case, Wheeling Hospital operates an
acute care hospital, a nursing facility, and a dialysis facility
which are operationally distinct, However, all the wasre is
disposed of by Wheeling Hospital and never leaves the Wheeling
Hospital Medical Campus, One permit for the disposal of all
waste at Wheeling Hospital would make much more sense rhan three
separate permits.

With reference to rule 5.4, the secretary may grant a period of no
mora tham two {2) years to develop a proposal to modify or upgrade
the treatment process being used., We understand the EPA will publish
draft rules and regulations next year that may be more stringent than
State regulations. Two years may not be enough time for a facility
to decide. We suggest this be changed to no more than two (2) vears
after the EPA rules are final,
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MS., HOWARE: Good morning, my name is Kay Howard.
and we are here whis morning to conduct a public hearing on
a proposed infecticus medical waste rule. I should mention
for the recerd, today is October 3, 1891,

Befeore I go on, I would like to introduce
three people Lo yYou. -

AL my left here is Mr.‘Joe Schock, who is
Director of the Office of Environmental Health Services, and
to his left is Mr. Joe Wyatt, who is in charge of our
infectious medical waste program,

Our purpose today is to conduct a public
hearing concerning this proposed infectiocus medical waste
rule. We are here to_listen to vour comments ratcher than o
engage in any on-the-spot debate at this hearing.

I would like to remind vyou or inform you, as
the case may be, that all the comments we receive are part
of a public record, whether they are written or spoken,

If comments are written, you d¢ not have to
read them in order to have them antered into the record., I
can assure you we do read and respénd to all the comments
that are made.

wWe may not agree wizth all the comments, but
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we certainly consider them.

I would alse Tike to introduce vou, we ars
taping this, and we also have a court repcrter here on my
right, Shelia Miller, who is listening and doing the things
that court reporters 4o to have everyth;ng recorded,

We only have seven persons who have
identified at the present time that they would like to
speak, but you c¢an decide as the hearing progresses if you
want to épeak, that is fine.

Since it is such a small number of peopnle, I
am not going to impose a strict time 1imit., I woula like o
ask vou to please be brief and to try to restrict vourself
to no mere than five minutes worth of speaking,

Your comments should address the role and
not digress to other issues. I have no further remarks to
make at this point.

I believe that Mr. Schock wants to make a
few remarks, and then after he speaks, I will enterftain
guestions about the conduct of the hearing or any other
pertinent matters vou may have gquestions about as hest I
can.

MR. SCHOCK: Thank you, Kay., The proposed
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infectious medical waste legislative rule establishes
requirements regarding the generation, handling, storage,
transportation, treatment and disposal of infectious medical
waste.

It is based on the legislative provisicns of
House Bil11l 2141, the West Virginia Medical Act, which was
enacted in the last legislative session.

The guiding force of the act was the policy
statement of the Medical Wasts Subcommittee of the Joint
Committee on Government and Finance. This statement serves
as the preamble to the proposed rule.

The Medical Waste Subcommittee consisted of
representation from infection control. Terry Les with
C.AM.C., I see you are here,.

The poliution control commission of the West
Virginia Hospital Association, Gi1] Delaura, 1s here with us
today. The West Virginia Medical Association, Genrge Rider,
is with us today.

The dental association, two
environmentalists, and we have Missy Wolverton, ~hn is on
that committee, and myself.

Since the passage of House Bill 2141, we
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have had the opportunity tc have a series of meetings with
the veterinarians, physicians, dentists, morticians, the

haulers, and a great number of meetings with various

representatives of The hospital groups, becauses we were most’

anxious to get their input into the proposed rule,

wWe tried, as best we couid, to word the rule
to avoid the need for interpretation. We have received
apout 17 formal sets of comments so far, and much of them
related to c¢larification cof certain provisions of the rule.

Ore of the things that I am learning as we
are going through and developing the rule is that it is
almost impossibie to word a piece of legislation or a ruie
so tight that it requires no interpretation whatsoever,

When I talk with my countarparts in the
other states, it is quite comman to develiop an
administrative "Q@" and "A" that is sent ocut from time-te-
time.

I found every meeting was a learning
exparience for our staff and for the other participants.

We were most anxiocus to find ocut what
procedures are being followed that comply with the proposed

rule and what procedures were not. We need toc share
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expariences.

In order to have a successful program, I
think all professions need to work together, whether we are
a major medical facility or small guantity generators,
haulers, landfill operators, and, of course. we in state
government, inciuding the Air Pollution Control Commission,
D.N.R., and Health and Public¢ Service Commissicon,

I thank you for your interest and concern,
and I look forward to hearing your comments. Thank you.

MS. HOWARD: Any questions?

{No response.)

M2, HOWARD: I intend to just follow the sign-~up
sheats which I have picked up in more or less random order,
with one excepticon.

Mr. Frank Crabtree is going to appear for
the Public Service Commission and has a commitment elsewhere
and has asked to be allowed to speak first, and if there 18
no objection, I would like to start off with Mr. Crabtree.

{No response. )

MS., HOWARD: Thank vou.

{THEREUPON came Mr. Frank Crabtree.)

MR. CRABTREE: Good meorning, my name 1s Frank
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Crabtree. I am Director of the Transportation Division of
the Public Service Commission.

Mr. Schock phoned me a while back and
expressed some cohcern that had been expressed to him
concerning the Public Service Commission’s involvement 1in
the transportation of infectious medical waste.

As most of vou know probabkly, the Public

Service Commission does regulate the commercial carriage of

property 1in this state and that has evolved to include solid

waste over the vyears,
Solid waste, as we know, 1is being broken
down into various components through evolutionary procass

and refined laws and rules over the years as well, and

infectious waste is now a category of its awn in this state.

Infectious waste cannof bhe deposited in any
state landfill at present, as you Know.

However, the Public Service Commission has
been given statutory authority to regulate infectious
medical waste carriers in House Bill 2141 specifically.

We believe it existed in the genera)
jurisdiction before that, but in 2141, it was spelled out.

It alsc spelled out in 2141, I am sopeaking




10

11

12

13

14

15

16

17

18

19

20

21

2z

Public Hearing - Cctobar 2, 1991 10

specifically of 20-5J~10, I believe it is, it spells aut
that the Public Service Commission shall grandfather 1in
certain of those carriers that we believe, to our best
interpretation, that were transporting infectious medical
waste as of the effective date of the bill, which was
Fabruary 23 of this year.

The P.8.C. was given six months to do that,
angd by August 22, the Commission had grandfathered in those
carriers that we beiieved had met the statutory conditions
of the grandfathering, and there were saveral,

There are several more at the Commission at
this point with applications pending for infectious medicai
waste autherity that have not been grandfathered.

S0 at present in this state, there are
counties with no carrier that has been authorized by the
Public Service Commission to commercially transport
infectious waste.

I give you one more variable in this scene
of regulated haulers out there, and that is the existence of
a case in federal court.

That case was brought by medical waste

hauylers who are primarily domiciled outside the state of
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wWest Virginia who come intoc west Virginia and haul waste
back out to a disgosal facility.

In Jast August of 19980, thesese two companies
went to the federal district court for the southern district
here in Charleston anrnd obtained an injunction against the
Public Service Commission to pravent us, te step us from
reguiating their activity until it could be determiqed
whether our activity is a burden on interstate commerce, if
it is not permissible under the constitution.

S0 the state of affairs concerning the
regulation of the transportation of infectiocus medical wasTe
is in Jimbo, to be frank with vou, at this point.

We did implement 2141 as it pertained to us
and have grandfathered in certain carriers, and as I
mentioned, although we have not grandfathered in carriers
that encompass the entire state at this point, there are
applications pending before the commission for a certificate
for all infectious waste that would, indeed, cover the
entire state several times cver, as a matter of fact, and
those are basically just pending.

The Public Service Commission has been

waiting for some of these rulings from federa’ court to
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determine its Jjurisdiction.

The Commission at this point has not
determined when it will act on those applications
specifically, because af the federal court case,

S0 when Mr., Schock contacted me a few davs
ago, he expressed concern that some carrijers had brought up
that some of the state was, indeed, unserved by commercial
carriers, that there were genarators that had no carrier out
there that had been authorized by the Public Service
Commissicon, and he asked me to respond to that tadavy, and I
will tLry to be more brief about that response,

It is our understanding that there are a
number of carriers out there with no Public Service
Commission authority that are, indeed, transporting this
waste commercialliy.

The same carriers may well be out-of-state
corporations or instate.

I think there are probably both that are
doing this, and in the meantime, ths Public Service
Commission, again to be frank, does not feel it can stop
these carriers at this point until the case is resoived in

federal court.
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So the garticular suggestion of some

13

carriers that Mr. Schock’s office would be, rather than the

PuUblic Service Commission, would be willing te grant

temporary autherity to. some of these carriers, and as same
of you know, tThe Commission speaks only through its orders
officiaily, I cannot speak for the three-member Commission

specifically only to say that I will carry this concern to

tham, and perhapcs in the context of the cases pending before

the Commissicn, they will be able to answer that.

I don't have any specific answer except o

tell you generally the Commission is aware of the situation,

that there are counties with no P.3.C. authorized carrier

and that are generating infectious medical waste without an

authorized carrier, that is a Public Service Commissian
authorized carrier.

I brought with me today a few copies --
thersa are a few more hare,

This particular document contains a map of
West Virginia showing you .by carrier where the Commission
has grandfathered in existing carriers, pursuant to 2141,

The second map in there shows you the

carriers, the number of applications pending and what
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carriers have those pending before the Commission by county.

Then attached to the back of that is a
docket of P.8.C. cases, specifically cases pending that
involve an application for authority to transport infectious
medical waste.

To reference why this should become part of
this particular public meeting, I should point out that the
propesed rules would require a commercial carrier of
infectious waste in the state to obtain Public Service
Commission Authecrity, if applicable, prior o
trangportation,

That would bhe a regquirement that they would
be held accountabie for, I would presume, in the context of
the health rules, so if, indeed, the rules are finalized in
their prasent form, and if, indeed, the case in faderal
court I told you about is decided in favor of the Commission
evantually, then it is our position that the provision would
kick=-in for purposes of anforcement.

It is up in the air right now, and I cannct
be more specific without going into the details of the cases
paending, and I'm not inclined to do that.

My opposing counsel is out there in the
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audience, and I don’ft really want him to have an opporfunity
for equal time on that, but, of course, he shall if he wants
to. I would entertain guestions.

MR, SCHOCK: If a carrigr comes to me and requests
a permit from_the Health Department --

MS. HOWARD: Identify vourself.

MR, SCHOCK: Joa Shock, Qffice of Envﬁr&nmenta?

Health Services.

If a carrier comes to me ang wants to be
permittec under our proposed ruie, which they are reauired
to de, and they are not Ticensed by tThe P.8.C., does fthat
put ma in any kind a legal difficulty, because, franxly, the
case you are talking about conceivably can go through an
appeal process that couid last 12 to 24 months or =somsthing
1ike that, I'm not really sure how long.

MR. CRABTREE: - There 1is some reluctance nn my
part, Mr. Schock, to try to guess on either the Commission
or federal court, but as a practical matter, I do nor
beiieve the Commissicn would hold a carrier respaonsinle
for a reguirement of a P.5.C, certificate in the contaxt of
any kind cof enforcement case or in the context of vour

ruies until the case I teold you about is settled 1n federal
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court.

MS. HOWARD: Please identify yourself and who you
are representing, if you are representing somecne.

MS. SMITH: My name is Sloan Smith, and I
represent the west Virginia Solid Waste Haulers Association,
and the company I work for is General Refuse Service,

You mentioned that you might entertain tha
idea of tempcorary authority.

The way I understand it, though, you have
three applicaticns before you right now that are statewide
applications for tempcorary authorization.

A1l you need to do is act on those temporary
authorities, and I think the state would pretity much be
taksn care of until this is settled also,

MR. CRABTREE: It is my understanding there are at
Teast three applications pending for temporary authority,
maybe only three statewide. There may be other applications
covering parts of the state for temporary authority as well.

Yes, I think that possibly the Cemmission
might wse those pending cases as a vehicle,

At this point, everything has been put on

held for a year, basically while wa were briefing some iaw
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in federal court and the court was deciding how it was to
conduct the upcoming hearing in this case, so it was a long
process, but that would be one vehicle, I think that 1is
true.

MS. HOWARD: Excuse me just a moment, is there an
Angela Edens here? If so, we have a message.

(No response.)

MS. HCWARD: Is there anvone else that wishes to
ask Mr. Crabtree a guestion?

I don’t want to let this hearing get tco far
into actions of the P.3.C., because the tocpic really is the
proposed rule on infectious medical waste. HNo other
guestions?

{No response.)

MS. HOWARD: Thank you.

{Mr. Crabtree stands aside.)

MS. HOWARD: Next then I would like to call Doctor
Harry Newell. Is Doctor Newell here?

{THEREUPON came Doctor Harry Newell.)

MR. NEWELL: Mr., Schock, Mr. Wyatt and other
interested peopie, we, as veterinarfans --

MS. HOWARD: Identify yourself,
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MR. NEWELL: I am Doctor Harry Newell, and I
represent the West Virginia Veterinarian Medical
Association,

wWe, as veterinarians, realize that we are
covered under these rules and regulations, and hopafully, we
will comply as reguested and as demanded.

We do have some concern in re?atién to how
certain vaccines and certain sharps will be disposed of
ralative to sales to lay pecple.

Specifically, it appears in the last month
or two that several drug stores, and Kroger, in particular,
a grocery chain, 1is involvad in the sale and distribution of
small animal vaccines.

Feed stores, for years, have been involved
in the sales of Targe animal or food animal vaccines, and
they are producing sharps, obviously, but specifically in
regard to the small animal products, you have a rabies
product which is an attenuated product, which could revert
and couid be an infectious product if not properly handled.

I'm talking about the syringe residue
leptospirosis, which produces a disease in humans called

Wiel’s disease,
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There is another prodJuct that is in the
canine distemper vaccine commoniy, Brucelicsis, which is a
very variabte vaccine commonly conly dispensed through
veterinarians, but it is not unusual to find products which
are specifically designed to be distributed to veterinarians
to _find their way through Jlay channels.

The Strain 19 Brucelliosis vaccine, which
Bruceilosis causes a high fever, Strain 13 is for variables
in the virus itsélf. It is found in milk and meat products.

Lyme disease is a new disease, and a new
vaccine is available, and veterinarians have a cancern about
these.

There are other vaccines, and I do not

intend tec enumerate all of them, but we wonder if under 2-2-.

i, whether exempt under individual households.

It says a memoer of a household during self-
heaith care, and it appears this paragraph would apply, and
it appears that 1t might be covered under paragraph 11-18,
where it appears that this paragraph states that 1f vou are
dispensing these type of preducts, then you shall collect
the residue of thesse products and then you shall dispese of

these products, and this is nhot true, Jce?
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So my reason to be here foday is to point
cut that veterinarians do have a concern about the
distribution of these products,

Actually as early as two months ago,
vatarinarians had littie concern about this, because it was
not a common procedure, but within the last month or fwo, 1t
has become a major cause of concern to veterinarians, and we
would Tike to c¢all your attention to these problems.

I would have to say that as veterinarians,
we feel that we have been treated fairly reiative te the
ruies and regulations, and we will comply to the rules and
regulations as outiined, Thank you. Are there any
questions?

MS, HOWARD: Please, if you speak, i1dentify
yourself and stand so pecple can hear you,.

MS. LANDFREED: 1I'm Sandra Landfreed with the
Office of Health Facility Licensing and Certification,
These vaccines are alive, is that what vyou said?

DR. NEWELL: Some of them are. At the present
time, the Lyme disease is not a Tive vacgcine. The rabias
vaccine is a live vaccine. The lepte vaccine is a iive

vaccine, and the Strain 19 is not a live vaccine.
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The Lyme vaccine, I believe at the prasent
time, 1s only produced under a killed product.

Cbviously, they are attenuated vaccines, but
any attenuated vaccine can be attenuated down to where it
will produce. an immunity but not produce the disease,

It always has the opportunity to revert back
to where it will not only produce the immunity but 1t Wil
alsoc preoduce the disease.

(Doctor Newell stands aside. )

MS. HOWARD: The next name I find is Lillian
Morris,

(THEREUPON came Ms. Lillian Morris.)

MS. MORRIS: Good merning, my name is Lillian
Morris., I am Safety Director at Charieston Area Medical
Center and responsgible for waste management pianning.

I appreciate the opportunity to comment on

the proposed rules today. The process for promulgating the

proposed infectious medical waste rule has been a long and
arducus one.

The Department of Health and Human Resources
is to be commended for the collaborative method used in

development of the proposed rule,
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However, it is our considered opinion that
the proposed rule places uynnacessary restrictions and
reguirements on the health care industry without providing
the community with significant benefits.

In addition, the rule dces not support or
ancourage health care facilities to work together for the
effective and efficient management of infecticus medical
waste for our communities,

Many activities required by this rule are
unnecessary and extremaly costiy for the appropriate and
safe management of infectiocus medical waste.

It should be emphasized that there is ro
factual information to indicate infectious waste causes
negative environmental occurrences.

Thne rule has inappropriately appiied
techniques for management of hazardcus chemicals to the
management of infectious waste.

We support the proper and responsible
managemant of infectiocus waste but submit that over-
regulation provides no additional protection or benefit to
the public for the cost that must be incurred.

Due to the restrictions this rule places on
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generators of infectious waste having on-site treatment
facilities and the liability it generates, many hospitals
may find it necessary to limit acceptance of infectious
waste from others in the health care community needing
assistance, such as doctors’ offices, ambulance and rescue
services, dentists, public heaith gclinics and cthers,

Today hospitals with waste management
facilities provide this assistance tc other healith care
providers. The assistance shouid be fostered and supported
by the regulations, not panalized.

It 1s the goal of West Virginia health care
facilities to provide safe, efficient, and effective
management of infectious medical waste from generation Lo
disposal.

As a community neighbor, we shars community
concern and are sensitive to the impact our activities may
have on our environmental.

The West Virginia Medical Waste act
emphasizes the concept of Tocal and con-site management of
medical waste.

It must be pointed out that the rules

discourage the health care community from combining efforts
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to achieve the best management solution, becausa it lacks a
mechanism for joint ventures for waste management.

Without a mechanism that encourages health
care facilities to work together to establish the most
effective management system, West Virginia will continue to
be, as it is today, a major exporter of waste to other
states,

Concern for effective waste management and
increasing regulations are encouraging health care
facilities to take an ever-increasing ook at our management
practices,

Hospitals view themselves as partrners with
the Health Department and others in defining today’'s
activities and planning for tomorrow’s needs., It is our -
desire to work toward this goal.

We would ask that the Department of Health
and Human Resources seriously re-evailuate the language and
restrictions contained in the proposed draft regulations
before filing of the rules.

It is our belief that health care facilities
in the state of West Virginia will be adversely affected in

both time and money without the benefit of protecting the




10

11

12

13

14

i5

18

17

18

19

20

21

22

Public Hearing - October 3, 1891 25

public health and the envircnment from a waste stream that
has had no demcnstrated environmental damage. Thank vou.
MS. HOWARD: Thank you.
{Ms. Morris stands aside. !
MR, HOWARD: Mr. Bob Foster.

{THEREUPON came Mr., Robert Foster.)

MR. FOSTER: My name is Robert L. Fostef, and I am
Chairman of the West Virginia Manufacturers Association
Environmental Safety and Health Committee.

I am speaking today on behalf of the
Manufacturers Association regarding the proposed Titlse &4,
Serijes 56 Infectiiocus Medical Waste regulation filed
September 3, 18%81%.

My oral comments are brief, and I w11l
present ycou with written comments.

Basically, our association is concerned the
regulation, as written, might not allow the manufacturars
who have hazardous waste generators Lo continue to burn
thair medical waste that is generated from their 1nfirmaries
in the incinerators they have in scme of the plants,

Although there is a paragraph in tne

reguiation that says infectious medical waste contaminatad
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with hazardous waste can be treated as hazardous waste, I'm
not too sure exactly whait that language really means.

Does that mean they have Lo mix chemica?l
waste with contaminated waste --

In any case, we are concerned that the waste
w111 not be allowed to continue to be burned in the existing
hazardous waste incinerators located in some of our member
company piants.

Maost of our companies, our manufacturers
will be small-quantity generators. They do generate less
than 50 pounds per month of volume.

Howaver, there are a couple that may
occasionally need to be over the 50 pounds limitation, and
wa would Tike to see that 50-pound limitation increased to
between 50 and 100 pounds,

The Manufacturars Association would also
request favorable consideration in allowing medical waste to
be stored in areas that have equivalent containment systems
as specified in 8.8 of the regulations.

Some of our members have two or more plants
in the same genaral area, and we would, therefcre, like to

see section 9.3.2 to be raevised tc aliow transportatwon‘
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consolidatiorn for disposal of small guantities of medical
waste generated at nearby commeon parent company plants
without all the transportation and application permits and
the paper work associated with trapnsporting these small
quantities to a common facility where it could be disposed
of.

Again, on behalf of the Manufacturers
Association, I.express my appreciation for the opportunity
to present this statement and submit our written comments,

(Mr, Foster stands aside.)

MS. HCOWARD: The next person would e Mr. .John
Rocach. Mr. Roach, 1if you will come forth, and please be
sure and identify vyourself and who vou represent.

{THEREUPON came Mr. John - -Rcach.)

MR, ROACH: My name is John Roach, and I am an
attorney, I represent DeRoval Industries. Wwe have
previously submitted, although its timely arrival was not
assured, several written comments for your consideraticn,

Basically, our comments deal with our
particuiar product, which we cail a trace cart. This
actually is the baby of the trace cart, which is larger.

This is a 12-inch waste cart.
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We also have a bigger brother, which is 20
inches and the mama, or shall we say the mother of all trace
carts, which is a 40~inch trace cart.

These preoducts are designed for the safe
containment of both sharps and non-sharps products, and that
is where are concern rasts in regards to these regulations,
particularly the sixth section of the regu1atﬁon§ concarning
packaging.

It is not altogether clear to us whether or
not, in the scheme of the regulations, whether you must use
a plastic bag internally with your containment system or
whether a device or product such as ours, which s leak
proof and puncture resistent, might also serve both or
eliminate the need of the plastic bag.

Secondly, we believe that for products which
are designed, as is ours, and which have the structural
integrity that ours does that this product should be
utilized without the need for the use of a corrugated or
fiberboard container,.

It is not altogether clear to us under the
regulations, I believe it is 8.2 and 6.3, whether or not a

polyethylene or polystyrene containment system, such as
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ours, 1s an eguivalent container or device when compared to
fiberboard or cardboard containment,

So we would suggest that the regulations,
either through the interpretative process or through actual
language changes, make provision for a containment device
such as this with which when sealed is leak proof and
puncture resistant and virtually impossible fo open.

Perhaps an ax would do it, but under normal
conditions, it ié virtually impossible to open., so we would
present that for your consideration and offer vou the bhaby
of the family.

MR, SCHOCK: I am going to take it home and fi11
it full of beer.

MR. ROACH: Don't put the 1id on because you may
never get to the beer,

MR. SCHCCK: I'’'ve got three young grandkids, and
they would just love to play in that.

MS. HOWARD: I’m going to move it away, so that I
don't get disposed of as infecticus medical waste,

{Mr. Roach stands asids.)

MS. HOWARD: The next person will be Mr, Richard

Stevens., Please identify who you are and who you are
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speaking on behalf of.

(THEREUPON came Mr. Richard Stevens.)

MR. STEVENS: My name is Richard Stevens. I am
the Executive Director for the West Virginia Dental
Association.

I am pleased with the opportunity to just
briefly comment on the prcposed rules and regulations
regarding the management of disposable of infectious waste.

These regulations had in the beginning, I
believe almost two years ago, in December of '23, the goal
of all interested parties at the Department of Health, as
well as health providers and others who are invoived in
either management or disposal of infectious waste, a common
goal, that goal of reducing to the maximum extent possible
within our resources available to us in this state the
proper management and disposal of infectious wasts.

Of course, dentists, dental offices are
covared under the regulations.

The profession of dentistry has for ssveral
years voluntarily been taking steps and procedures Lo
minimize the exposure of infectious materials and waste to

the pubiic.
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We have been very pleased over the Tast two

vaars to have been werking with the Department of Health 1in

drafting these reguiations, and as far as the profession of
dentistry is concerned, we find thnem satisfactory anrmd in
keeping in the interest of everycna. Thank vou. |
MS, HOWARD: Thank you, Mr. Stevens. ‘
{(Mr. Stevens stands aside.) |
MS. HOWARD: Moving right along here, Mr. A]bert
Tiechie.

{(THEREUPON came Mr. Aibert Tiechie.)

MR. TIECHIE: My name is Albert Tiechie, and I am
here to represent Beckley Hospital, Beckley, West Virginia.
I have submitted some written comments, and since that time,
have revisad them.

I offer to you the revised copy. I havs
raeviewaed the rule and have concerns regarding the section on
transportation of infectious medical waste.

I would 1ike to note at Beckley Hospital, we

autoclave 95 percent of the infecticus med. waste that we
produce, so we transport very little. We do have occasion

to transport soma.

I have offered scome alternative wording,
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bacause I just personally think you should not shoot holes
in somebody's hard work without offering some alternatives,
I think you should offer something to use for a substitute,

Section 971 through 975 deals with vehicles
used to transport infecticus medical waste. The backhauling
of food substance should not Ze permitted and is, indeed,
prohibited by section 875,

However, the present wording will require
our hospital and‘probab1y others who are rural hospitals fo
acquire an additiornal vehicle, as food substance and
infectious waste can never be transported by the same
vehicle.

The two tasks are mutually exciusive for the
Tife of the vehicle by section 875, and disinfecticen is not
an available alternative.

In a small facility, cne truck is often used
for many different purposes, and on cccasicn may Lranspoert
gmall amounts of infectious waste and on other occasions may
transpert a small amount of food substances.

I would like to offer an addition npossibly
under 9.7.1.1, which would satisfy the intent of the rule,

to protect the public health, but cause much Tess hardship
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and/or expense for smaller institutions.

The wording I would propese is tThat separate
removable cargo carrying portions are acceptabie, and 1f
used, shall comply with 9.7.1 through $.7.5, in lieu of the
entire vehicle.

what would this do? This adcdition would
allow institutions that have muiti-use vehicles, i.e. small
trucks, to obtain a container section, a separate container
section for the vehicle that would be dedicated to the
transportation of infectious med. waste and secured in or on
the vehicle cnly when this occurs.

A1l other reguirements would still apply to
the entire vehicie. This provision will eliminate the
possibility of backhauling of fcod substances 1n any
coentainer, including trajler sections of tractor traijilers.
that has been used for infectious waste.

Preventing the simultaneous transport of
infectious waste and food substances using the separate
container sections can be accomplished by adding the
following clause to section 975 after the words foocd or
foods, simultanecus to the transport of infectious medical

wasta.
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Making these small changes will protect the
public health, but it will preclude the need for the
purchase of additional vehicles.

It is possible that instead of hauling this
small amount of infectious waste ourselves, we could
contract and have it done.

That is certainly an alternative, and I
would like to point out from an environmental standpoint,
that it is a 6,000 feoot trip for our facility to the
disposal facility that we use for some five percent of our
waste,

It is a hundred miles round trip for the
nearest contractor that handles our infectious med. waste,
s0 for public health, it is much more advantageous %o
transport 6,000 feet, as opposed to 100 miles.

This would also minimize the cost related to
compiiance with the rule,

The vehicle could then be used for
occasional transportation of food substance without risking
any exposure to infectious waste which is then transported
in an entirely separate container.

It should be noted, as most of you probably
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know, that all foed is normally deliverad to hogpitals by
suppliers, but there will always be extraocrdinary
circumstances where a small pick-up is required.

I hope vou will consider these comments 1n
the draft of the final rule. I do not think these additions
weaken the rule, and they will be very helpful to the
smaller institutions. Thank vou.

MS. HOWARD: Thank you,

(Mr. Tiechie stands aside.)

MS. HOWARD: The last person I have signed up to
speak is Mr. Gil Delaura.

(THEREUFON came Mr. Gil Detaura.)

MR. DELAURA: My name is Gil Delaura. I am Vice
President and General Counsel for the West Virginia Hospiftal
Association. Good morning, I will be %ry to be brief,

I know some people think it is impossible
for a Tawyer to be brief., There are a couple of braief
comments. First of all, the Association wishes fo thank the
Department of Health,

Obviously, the Department is facing a major
challenge in implementing the Medical Waste Act, and we wisgh

To express our agpreciation for the patience and dedicaticn
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and c¢ollaborative effort which has been consistently
axhibited by the Department since the passage of the
infecticus waste legislation,.

Two commants, one, I want to read inte the

record a paragraph or two from an article in the New England

Journal of Medizine, Volume 325, Number 8, by Doctor Rutala,

R-U~-T-A-L-A, and bv Doctor Weber, W-E-BjE-R, University of
North Carclina, Chapel Hi11.

Both of these individuals have spent vears
in studying medical and infecticus waste.

One or two brief comments for the record,
quote, "Most proponents of state and federal medical wasts
legislation have claimed that medical waste poses A threat
to human heaith and must therefore be strictly regulated.”’

"Howaver, the alleged health hazards of our
current medical waste disposal practices have not _been
demonstrated.”

"The potential for infection from contact
with medical waste, other than sharps, is virtually non-
existent.”

"Contaminated sharps are the only form of

medical waste that have been associated with the
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transmissicon of infectious disease.”

"This is not surprising, given the intrinsic
capability of sharps to disrupt the integrity of the skin
and introduce infectious agents into the wound.”

"A11 the reports describing the transmission
of 1infectious agents by contaminated sharps have occurred in
settings of occupational health care, however, and none have
been associated with environmental injuries occurring after
the disposal of the waste ocutside the hospital.’

"There 1is no epidemiologic evidence that
hospital waste disposal practices have caused disease in the
community.”

The second paragraph, which I think is
impeortant for some people in this group, refers to many
things in the newspapers abcut red bags in tandfilis and the
sky is falling, et cetera, because somehow there happens to
be a red bag from some health care facility or from
somewhere that ended up in a landfill.

The Association historicaliy has supported
the law and regulation from D.N.R. which says hospitals andg
other health care facilities and generators of infectious

medical waste cannot put red bags in a landfii?l.
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We support that, bui, again, to set tha
record straight, I think it is important to realize, and I
think it is important for the citizens of West Virginia to
clearly understand, that when we talk about contamination
and the danger of infection in landfills, we are really
talking about generators from the community property,

As the articie states in the New Eng1and

Journal of Medicine, quote, "Household waste contains, on

average, 100 times more microorganisms with pathogenic
potential for humans than medical wasts."

"From ocur daily experience with household
waste and decades of waste removal and burial in landfiils,
we can deduce that the incremental health risk from the Jjess
micrcbially contaminated medical waste are nominal."

Let me get this out for the record, 1f I
may. I would reaguest that the entire article be put into
the record. I do have some extra copies if anyore 1s
interested in them, not many, but I do have a fow.

The second thing I would like to briefly
comment on concerns one point in the regulations dealing
with non-commercial medical waste management facilitias.

The proposed rule does not encourage the
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formation of non-commercial medical waste facilities on a
tecal and regional level.

For example, hospitals located within the
same city or town may be able to realize ecoromies of scale
by combining together in an efficient manner their waste
disposal,

Under this rule, they will be probably
highly unable to do so,

Hospita1s in rural areas in our state
already under financial duress will find themselves in a
precaricus pesition if they are forced to dispose of
infectious medical waste excliusively by use of commercial
haulers.

An unpinnable financial dilemma may develop
for beth urban and rural hospitais.

Keep in mind that hospitals wiil have to
show some amount of ieadership in being able tc accept
infactious medical waste generated by other generators in
the community, such as doctors’' offices, public health
clinics, primary care clinics, dental offices.

The Department should developr standards

which encourage, as opposed to discocurage, local joint
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efforts among heaith care providers in responsible disposal
of infectious waste.

That concludes my comments. I have written
comments to follow-up here att this point. Thank you vary
much,

MS., HOWARD: Thank you, Mr, Delaura.

{Mr, Delaura stands aside.)

M8, HOWARD: Now is there anyone who has decided
in the meanwhile that they would like to speak who has not
praviously spoken. I would like to give those persons a
chance at this time,

{(No responss., )

MS. HOWARD: I don't see any hands up. Is there
anyone who has already spoken that wishes to say something
elise?

DR. NEWELL: I would 1ike to ask a gquestion,
pleasa.

MS. HOWARD: We’1l1l try, Dr. Newsll,

DR. NEWELL: It’s an easy guestion. I would like
to ask Mr. Schock, are the proposed rules that we are
discussing here now, are they now in effect?

MS. HOWARD: They are not in effect at this noint.
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They are scheduted probably to go into effect next week.

We certainly have to, I think, consider the
possinility for making amendments to the rule which would go
into effect on an emeréency basis next week.

I'm not quite sure what the timing of any
possible amendments would be.

Of course, the ruile will also concurrently
approximateiy be submitted tc the Legislature for 1t§
review, and the emergency filing is only of temporary
duration. Any other guestions?

{No response.)

MS. HOWARD: Well, it has been a very short public
hearing. I do declare the public hearing clcsed.

{WHEREUPON, the hearing

concluded at 11:00 a.m.)
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