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[ Federal Register: Decenber 21, 1994]

Part 111

Department of Transportation

Research and Speci al Progranms Adm nistration

49 CFR Part 171, et al.

I nf ecti ous Substances; Proposed Rul e
DEPARTMENT OF TRANSPORTATI ON

Research and Speci al Progranms Administration
49 CFR Parts 171, 172, 173, and 178

[ Docket No. HWM 181G Notice Number 94-11]
RI N 2137- AC36

I nf ecti ous Substances
AGENCY: Research and Special Prograns Adm nistration (RSPA), DOT.

ACTI ON: Notice of proposed rul emaking and notice of public neeting.

SUMVARY: RSPA is proposing to revise the regulations pertaining to

i nfecti ous substances, including regul ated nedi cal waste (RWY, based
on petitions for reconsiderati on and comrents received follow ng

i ssuance of a final rule in Decenber 1991, comments received in
response to an advance notice of proposed rul emaking i ssued in March
1993, and agency initiative. RSPA is proposing to clarify that RMWis a
subcat egory of infectious substances; allow RWNto be offered for
transportation and transported if it conforns to certain requirenents
of the Cccupational Safety and Heal th Adm ni stration; add provisions
for transporting RMW by aircraft; and make other changes to clarify the
regul atory provisions applicable to infectious substances. The proposed
changes are intended to ensure the safe transportation of infectious
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subst ances, provide relief fromcertain requirements of the hazardous
materials regulations in those instances where other Federal agency
regul ati ons achi eve an acceptable | evel of safety for transportation of
RMN and clarify provisions which were adopted in the Decenmber 1991
final rule.

RSPA al so is announcing a public neeting to solicit coments on the
proposal s contained in this document.

DATES: Coments. Comments nust be submitted on or before March 21,
1995.

Public Meeting. A public meeting will be held from9:30 a.m to 5
p.m on January 17, 1995, in Washi ngton, DC.

ADDRESSES: Conments: Address coments to the Dockets Unit (DHM 30),
Hazardous Materials Safety, Room 8421, RSPA, U.S. Departnent of
Transportation, 400 Seventh St., SW, Washi ngton, DC 20590-0001.
Conment's shoul d identify the docket nunber (HW 181G and Notice nunber
(94-11) and be subnitted, when possible, in five copies. Persons
wi shing to receive confirmation of receipt of their comments should
i nclude a sel f-addressed stanped postcard. The Dockets Unit is |ocated
in room 8421 of the Nassif Building, 400 Seventh Street SW,
Washi ngton, DC 20590-0001. O fice hours are 8:30 a.m to 5 p.m, Mnday
t hrough Friday, except on public holidays when the office is closed.
Public Meeting: The public neeting will be held at the Federal
Avi ation Administration Auditorium 3rd Floor, Building FOB 10A,
Washi ngton, DC. Any person wishing to present an oral statenment at the
public neeting should notify Jennifer Antonielli, by tel ephone or in
witing, by January 12, 1995. Each request nust identify the speaker;
organi zation represented, if any; daytinme tel ephone nunber; and
anticipated |l ength of presentation, not to exceed 10 minutes. It is
requested that witten text of the oral presentation be presented to
the presiding officer prior to the oral presentation. The neeting nay
concl ude before 5:00 p.m if all persons w shing to speak have been
hear d.

FOR FURTHER | NFORMATI ON CONTACT: Eileen Martin or Jennifer Antonielli,
O fice of Hazardous Materials Standards, (202) 366-4488, Research and
Speci al Programs Administration, U S. Departnment of Transportation, 400
Seventh Street, SW, Wshington, DC 20590-0001.

SUPPLEMENTARY | NFORMATI ON:
Tabl e of Contents:

| . Background

Il. Final Rule Extending Conpliance Dates

I1l. Response to Petitions for Reconsideration
V. General Sunmary of the ANPRM

V. Proposed Rule

VI. Scope of Future Work

VII. Regul atory Anal yses and Noti ces

| . Background

Hi story of Department of Transportation Regul ation of Etiol ogic Agents/
I nfecti ous Substances

A. Regulation Prior to 1991

The Hazardous Materials Regul ations Board (Board; a predecessor to
t he RSPA) adopted a final rule under Docket HW 142 on Septenber 30,
1972 (37 FR 20554), that added " “etiologic agents'' to the list of
hazardous nmaterials regulated by the Secretary. The final rule at 49
CFR 173.386(a) (1) defined an etiol ogic agent as
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a viable mcroorganism or its toxin, which causes or nay cause
human di sease, and is linmted to those agents listed in 42 CFR
72.25(c) of the regulations of the Departnent of Health, Education
and Wl fare.

(The Department of Health, Education, and Welfare (HEW is now the
Depart ment of Health and Human Services (DHHS)). The final rule at 49
CFR 173.387 al so specified packagi ng requirenments for etiol ogic agents,
and excepted, at 49 CFR 173.386(d), from DOT regul ati on "~ diagnostic
specimens'' and " " biol ogical products,'' which were subject to
regul ation by HEW The final rule was adopted after notice and
opportunity to conmrent (36 FR 25163, Decenber 29, 1971).

On Novenber 29, 1972, after receiving two petitions for
reconsi deration and several coments, the Board proposed in the Federa
Regi ster (37 FR 25243) to except from DOT regul ation cul tures of
etiologic agents of less than 50 milliliters (1.666 fluid ounces) in
one package. The petitions stated that such an exception was necessary
to allow physicians in rural areas to transport cultures to
| aboratories on passenger-carrying aircraft, rather than by sl ower
surface transportation which, in turn, promptes health safety. The
petitions added that cultures of etiologic agents may perish if in
transportation too |ong. The Board adopted the proposal as final on
March 29, 1973 (38 FR 8161). One commenter objected to excepting such
gquantities of etiologic agents fromall regulation. The Board noted,
however, that quantities of etiologic agents excepted from DOT
regul ation would still be subject to HEWI abeling and packagi ng
regul ati ons under 42 CFR 72.25(c). The March 29, 1973 rule al so adopted
i ncident notification requirements for etiologic agents, as proposed on
July 22, 1972 (37 FR 14728).
B. The 1988 notice of proposed rul emaki ng (NPRM under Docket HM 142A

On Novenber 10, 1988, RSPA proposed (Docket HW 142A, 53 FR 45525)
to revise the definition of “~“etiologic agent,'' renmpove the 50
mlliliter (mM) exception, and align the per package quantity limits of
etiol ogic agents aboard aircraft with the International G vil Aviation
Organi zati on Technical Instructions for the Safe Transport of Dangerous
Goods by Air (I CAO Technical Instructions). RSPA proposed broadeni ng
the definition of "~ “etiologic agent'' to include, in addition to
etiologic agents listed by DHHS (Centers for Di sease Control and
Prevention (CDC)) in 42 CFR 72.3, any agent that poses a simlar degree
of hazard, such as the human i mmunodeficiency virus (H V). RSPA noted
that the proposed definition was not as broad as the definition for
i nfecti ous substances (Division 6.2) contained in the United Nations
Recomendati ons on the Transport of Dangerous Goods (UN
Recomendati ons) and international regulati ons based on the UN
Recomrendat i ons, such as the | CAO Technical |nstructions. CDC has not
updated the list in 42 CFR 72.3 since July 1, 1980 (45 FR 48627). On
March 2, 1990 (55 FR 7678), CDC proposed to delete the list fromits
regul ati ons and adopt criteria to define ~“etiologic agent,'' but a
final rule has not been published.
C. January 3, 1991 final rule under Docket HM 142A

On January 3, 1991, RSPA published a final rule in the Federa
Regi ster (56 FR 197) under Docket HW 142A. The final rule (1) adopted a

revised definition of ““etiologic agent,'' (2) renoved the 50 m
exception, and (3) clarified quantity limtations for etiologic agents
transported aboard aircraft. ~"Etiologic agent'' was defined to nean

a viable mcroorganism or its toxin, which is listed in 42 CFR 72.3
of the regulations of the [CDC] or which causes or nay cause severe,
di sabling or fatal human di sease.

The definition adopted differed fromthe proposed definition in
response to commenters who suggested that the | anguage of the
definition be nodified to better reflect agents that may pose an
unreasonabl e risk to health and safety during transportation
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Accordingly, the wording was revised to include other agents that cause
or may cause severe, disabling or fatal human di seases in humans in
addition to the agents listed in 42 CFR 72.3 of the CDC regul ations. In
response to comments, RSPA indicated in the preanble that it believed
nost nedi cal waste is conmposed of material that does not contain
etiol ogi c agents, either because it does not contain any infectious
materi al or because the infectious material does not neet the
regul atory definition of etiologic agent. RSPA also stated that, in
many cases, if nedical waste is known or suspected to contain an
etiologic agent, it is treated on-site to destroy the agent by using a
nmet hod such as incineration, autoclaving, or treatment with
di sinfectants. However, RSPA clearly stated that ~** * * if an
i nfecti ous waste that contains an etiologic agent is offered for
transportation, it nust conformw th the requirenents in the Hazardous
Mat erials Regulations (HWR, 49 CFR parts 171-180) for etiologic
agents'' (56 FR 198). As stated earlier, the final rule also renoved
the 50 m exception, as proposed in 1988. The January 3 preanble
responded to nunerous conments received on the 50 ml proposal and
conprehensi vely discussed the reasons for this action

The January 3 preanbl e al so di scussed the relationship of Docket
HM 142A to Docket HW 181. Docket HM 181, entitled " Performance-
Oiented Packagi ng Standards; M scel | aneous Anendnents, '’
conprehensively revised the HWR by elimnating 350 pages of regul ation
and harnoni zi ng HVR requirenents for classification, hazard
conmuni cati on and packaging with standards in the UN Recomrendati ons.
In the preanbl e di scussion, RSPA stated that HW 181 had proposed to
replace the term "etiologic agent'' with ~“infectious substance'' for
consi stency with international regulations. However, RSPA noted that
t he scope of changes proposed under HW 181 was so extensive that RSPA
was unsure when that proposal would be adopted as final. As a result,
RSPA proceeded with a separate rul emaki ng under Docket HW 142A (an
abbrevi ated version of the infectious substance provisions in HW 181)
to ensure that the risks posed by etiologic agents were adequately
regul ated under the HVR. RSPA intended the provisions under HW 142A to
serve as a transition until the provisions of HW181 becane effective.
Both final rules were published at approxi mately the sane tine.
However, the initial effective date for HW 142A was February 19, 1991
and the effective date for HW 181 was Cctober 1, 1991. Although HM 142A
was to becone effective before HV 181, RSPA encouraged shippers to
i npl enent the HMW 181 provi sions as soon as practicabl e
D. Performance-oriented packagi ng standards--Hw 181

In 1987, RSPA proposed to align the classification, packaging, and
hazard comuni cations provisions in the HVR with the UN Reconmendati ons
and the | CAO Techni cal Instructions. The May 5, 1987 NPRM (Docket HW
181, 52 FR 16482) proposed to replace the term “etiologic agent'' with
the term “infectious substance'' and adopt the | NFECTI OQUS SUBSTANCE
| abel (52 FR 16700). RSPA proposed to include ""infectious substance'
in UN classification Class 6, Division 6.2. " “Infectious substance'
was proposed to mean

a viable mcroorganism or its toxin, which causes or nay cause
human di sease, and is limted to those agents listed in 42 CFR 72.3
of the regulations of the [CDC]. The terns " "infectious substance'
and " “etiologic agent'' are synonynpus.

(52 FR 16700).

On Decenber 21, 1990, RSPA issued a final rule under Docket HW 181
(55 FR 52402) which comprehensively revised the HVR with respect to
hazard comuni cation, classification, and packagi ng requiremnents.
““Infectious substance'' was defined in 49 CFR 173.134(a) (1) to nean

a viable mcroorganism or its toxin, which causes or nmay cause

di sease in humans or animals, and includes those agents listed in 42
CFR 72.3 of the regulations of the [CDC] or any other agent that has
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the potential to cause severe, disabling or fatal disease. The terns
““infectious substance'' and " “etiologic agent'' are synonynous.

RSPA had planned to issue a final rule under Docket HM 142A (etiologic
agents) before issuing the final rule under Docket HM 181. However, the
final rule under HW 181 was issued on Decenber 21, 1990, and the fina
rul e under HwW 142A was not issued until January 3, 1991. As expl ai ned
in the preanble to the January 3, 1991 rule, the coments on HW 142A
were considered in the decisionnmaking process for HW 181, and refl ected
in the Decenber 21, 1990 rule. For exanple, not only did the Decenber
1990 definition of "“infectious substance'' adopt the broader
definition of etiologic agent proposed in 1988, it also reflected
RSPA' s consi deration of conments suggesting that the | anguage be

nodi fied to better define agents that may pose an unreasonable risk to
heal th and safety during transportation.

A docunent incorporating editorial and substantive revisions to the
December 1990 final rule was published on Decenber 20, 1991 [56 FR
66124]. (These final rules are referred to jointly herein as Docket Hw
181.) The revisions contained in the December 1991 rule were primarily
in response to petitions for reconsideration received on the Decenber
1990 final rule. The Decermber 1991 rule al so made editorial and
technical corrections to the Decenmber 21, 1990 final rule, and to the
January 3, 1991 final rule.

E. Petition for reconsideration on the January 3, 1991 rule

A petition for reconsideration filed by the National Solid Wastes
Management Associ ati on (NSWMA) recommended that RSPA revise the
definition of infectious substances (etiologic agents) to exclude solid
wast e or medi cal waste as defined in 40 CFR 259. 10 of the Environnental
Protecti on Agency (EPA) regulations. To allow adequate tine to eval uate
the petition, RSPA delayed the effective date of the January 3 rule to
Sept enber 30, 1991 (February 22, 1991, 56 FR 7312). In a neeting to
obtain clarification of the petition, NSWA urged RSPA to reestablish
the 50 m exception for infectious substances. The NSWWA stated that
RSPA' s regul ati on was inconsistent with the approach taken by EPA, and
woul d i ncrease the costs of transporting nedical waste for the
regul ated comunity. The NSWWA stated that, contrary to RSPA' s preanble
di scussion that nost nedical waste did not contain etiologic agents or
was treated on-site to destroy the agent before being transported for
di sposal, substantial quantities of untreated nedical waste are
transported off-site. This information was the first indication RSPA
had received fromany comrenter that renoval of the 50 ml exception
woul d affect a larger segnment of the industry than had previously been
i ndi cat ed.

On Septenber 18, 1991 (56 FR 47158), RSPA incorporated HW 142A into
HM 181 and, in partial response to NSWWA's request, extended the 50 n
exception from Cctober 1, 1991, to Cctober 1, 1992. (The Septenber 1991
rule al so required that packages exceeding the 50 m exception conply
on Cctober 1, 1991, with the revised hazard conmuni cation (shipping
paper, marking, and |abeling) and classification requirements in Docket
HM 181). RSPA anticipated that this extension would provide enough tinme
to fully respond to NSWMA's comments in the final correction document
to HV 181 that was bei ng prepared. However, NSWVA subnitted a Septenber
26, 1991 letter asking that RSPA clarify that the January 3, 1991 and
Sept enber 18, 1991 final rules " “apply to only isolated cultures or
stocks such as clinical |aboratory specinens and not to 'nmedical waste'
as defined in 40 CFR 259.30(a) and 'mixtures' as defined in 40 CFR
259.31.'" In essence, NSWWA was requesting clarification that the HWR
did not apply to nedical waste containing any amount of an infectious
substance. In order to allow RSPA additional time to carefully review
NSWVA' s substantive concerns, RSPA again extended the conpliance date
for all new requirenents for infectious substances until Cctober 1,
1992 (Cctober 1, 1991, 56 FR 49830).

F. Decenber 20, 1991 final rule
In the Decenber 20, 1991 final rule responding to petitions for
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reconsi deration in Docket HM 181, RSPA agreed with NSWVA that nedica
wast e contai ning an infectious substance should be treated differently
than other infectious substances. RSPA had no basis, however, to except
fromregul ati on nedi cal waste containing an infectious substance, and
stated *°* * * since the majority of these wastes are untreated and,
thus, may potentially contain infectious substances, RSPA strongly
bel i eves that the public and transport personnel be protected fromthe
hazards of these materials during transportation'' (56 FR 66142).
Accordingly, RSPA revised the regulations (49 CFR 173.197 (1991)) to
specify “°* * * |ess rigorous requirenents for infectious substances
that are “regul ated nedical wastes''' (56 FR 66131). RSPA observed that
EPA' s regul ati ons on nedi cal waste in 40 CFR Part 259 had applied in
only five States and had expired on June 22, 1991, with the end of a 2-
year denonstration programthat EPA had established under the Medica
Wast e Tracking Act of 1988 (MATA; Pub.L. 100-582). To provide |ess
rigorous requirenments for nedical waste containing infectious

subst ances, RSPA turned to the expired EPA regul ations as a nodel that
could be adapted, with sone nodifications, to the HVR RSPA wanted to

t ake advantage of the technical expertise and know edge of the nedica
wast e i ndustry that EPA had devel oped during its denonstration project
under the MATA. Accordingly, RSPA adopted a definition of "“regul ated
nmedi cal waste'' (to distinguish between all nedical waste and nedica
wast e contai ning an infectious substance) and specified packagi ng

requi renents for regul ated nedical waste (RMWY that were consistent
with those contained in the expired EPA regul ati ons.

RSPA thus identified a subcategory of Division 6.2 (infectious
substances) materials, i.e., RMWW which is an infectious substance that
is contained in or constitutes nedical waste, and provi ded packagi ng
requirenments for RMNVWthat were |ess rigorous than those for other
i nfecti ous substances.

Under the Decenber 1991 rule, if an infectious substance is offered
for transportation or transported, the infectious substance nust be
| abel ed, packaged, and offered for transportation in accordance with
the HWR, unless it neets one of the exceptions fromregulation. The
1991 rule provided that if the infectious substance was a nedica
waste, or was contained in nedical waste, then a shipper could use the
| ess rigorous packagi ng requirenents that were provided for RMN

| f RSPA had not provided this measure of regulatory relief in
response to petitions, all infectious substances, regardl ess of how
they are generated, would be classified and described as Division 6.2
materials, and woul d be subject to the full extent of regulation
provided in the HWR
G Petitions for reconsideration and conments received in response to
t he Decenber 20, 1991 rule

Fol | owi ng i ssuance of the Decermber 1991 rul e, RSPA received
addi tional petitions for reconsideration and a nunber of requests for
clarification and additional conrents concerning the provisions for
i nfecti ous substances and regul ated nedi cal waste. The petitioners
requested a stay in the effectiveness of the final rule and the
reopeni ng of the rul emaki ng for additional public input.

Petitions were subnmitted by the American Hospital Association
(AHA), the Association for Practitioners in Infection Control, Inc.
(APIC), and the Conference on Safe Transportation of Hazardous
Articles, Inc. (COSTHA). The petitioners asserted that RSPA viol ated
the Admi nistrative Procedure Act (5 U. S.C. 553; "“APA' ') by adopting
new requi rements for nedical waste in the December 20, 1991 rule
wi t hout providing an opportunity for coment; did not adequately assess
the risks associated with RMNVin transportation and the costs and
benefits of regulation; and did not coordinate with other Federa
agencies to prevent inposition of conflicting regulations.

Petitioners also contended that the RMVWrequirenments in the HWR
conflict with information contained in the report entitled ~ The Public
Health I nplications on Medical Waste: A Report to Congress,'' prepared
in 1990 by the Agency for Toxic Substances and D sease Registry (ATSDR)
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on the Medical Waste Tracking Act. The ATSDR Report contains a

conpil ation of information obtained fromseveral State health and

envi ronnent al departnents on the amount and types of medi cal waste
generated and health and environmental inplications of medical waste in
the United States. The report concludes that infection outside the
health care setting is not likely, and public health is not likely to
be adversely affected by medical waste in transportation.

COSTHA al so asserted that RSPA changed the definition of infectious
substances to include substances ~“infectious to animals only'' wthout
provi ding an opportunity to coment.

H. Advance notice of proposed rul emaking

On March 3, 1993, RSPA issued an advance notice of proposed
rul emaki ng (ANPRM) and announced a public neeting under Docket HM 181G
(58 FR 12207) concerning the issues raised by petitioners and
conmenters and the need for additional regulatory changes pertaining to
i nfecti ous substances. In order to provide time to evaluate the
conments received in response to the ANPRM RSPA al so extended the
conpliance date (58 FR 12182) for provisions applicable to infectious
substances from April 1, 1993, to January 1, 1994. The ANPRM addressed
a nunber of conplex issues pertaining to scope of regulation
consi stency with regul ations of other agencies, the need for revised
standards for non-bul k and bul k packagi ngs, and defining criteria for
i nfecti ous substances and RMNV Fol | owi ng i ssuance of the ANPRM RSPA
continued its efforts to gain information on ot her Federal agencies
regul atory requirenents, and hosted and participated in a nunber of
i nteragency neetings on these issues. On Decenber 20, 1993 (58 FR
66302), RSPA again extended the conpliance date for provisions
applicable to infectious substances from January 1, 1994, to Cctober 1,
1994 to provide additional time for resolving the issues of concern.

1. Final Rule Extending Conpliance Dates

In a final rule published on Septenber 22, 1994 (59 FR 48762), RSPA
revised 49 CFR 171.14(b) to once again delay conpliance dates. For
regul atory requirenents for RMWand for materials infectious only to
ani mal s, the conpliance date was extended from October 1, 1994, to
Cctober 1, 1995. This time period should be adequate for RSPA to
eval uate coments received in response to this Notice, and nake any
necessary changes to the HVR based on the nmerits of those conments.

For other infectious substances, e.g., for cultures and stocks of
subst ances infectious to hunans, the conpliance date was extended from
Cctober 1, 1994, to January 1, 1995. The provisions for these materials
generally were not at issue in conments or petitions to the Decenber
1991 final rule. The principal effects of the January 1, 1995
conpliance date will be a nonenclature change fromthe old ~“etiologic
agent'' hazard class to the new Division 6.2 (infectious substances)
classification, broadening the definition of infectious substances to
cover substances, such as the human i munodeficiency virus (H V) and
Lyne di sease, which are not listed in the CDC regul ati ons (42 CFR
72.3). The renpval of the 50 ml exception and expansi on of the
definition of infectious substances originally were to have occurred on
February 19, 1991 (Docket HW 142A; January 3, 1991; 56 FR 197). RSPA
believes it is necessary to inplenent these requirenments as quickly as
possi ble to ensure public safety and end confusion as to the status of
materials that were not regulated prior to 1990. The interested reader
is directed to the final rule for further information concerning the
ext ensi on of conpliance dates.

I1l. Response to Petitions for Reconsideration
Wth respect to the issue of providing notice and coment, the
December 20, 1991 final rule was issued to correct obvious errors and

respond to over 250 petitions for reconsideration of the final rule
publ i shed on Decenmber 21, 1990. The rul emaki ng proceedi ng under HW 181
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spanned over 10 years, provided numerous opportunities for public
comment (with over 2,500 coments received), and conplied fully with
the requirenents of the APA. Simlarly, the final rule issued under HW
142A was preceded by an NPRM and opportunity to comrent.

The specific criteria and provisions for medical waste were
contained in the Decenmber 20, 1991 final rule to provide relief from
t he nore burdensone infectious substances packagi ng requirenents
adopted in the December 21, 1990 final rule. Relief was provided in
response to petitions for reconsideration stating that packagi ng
prescribed in Sec. 173.196 woul d be both cost-prohibitive and
i mpractical for medical waste and that, rather than being treated on-
site, significant quantities of nedical waste containing infectious
substances were routinely transported off-site for treatnment or
di sposal. The relief granted for nedical waste was well within the
scope of the NPRM and the final rule

I nfecti ous substances, including medi cal waste containing
i nfecti ous substances, are regul ated under the HVR and have been since
1973. For various reasons, many generators and transporters of nedica
wast e may not have been fully aware of these requirenents. The change
in the definition of an etiologic agent/infectious substance under
Dockets HW 142A and HM 181, coupled with the elimnation of the 50 ni
exception, increased both the awareness of this issue and the
i kelihood that nore medi cal waste woul d be subject to the HWR
Mor eover, the petitions appeared to be based on a m sconception that
RSPA intended to regulate all medical waste, rather than only that
nedi cal waste containing an infectious substance. To the extent that
there exi sted any confusion regarding the scope of RSPA' s regul ation of
nedi cal waste, the notice published today sets forth a proposed
definition of RMWthat clearly linits RMWto a waste containing an
i nfecti ous substance. Accordingly, in this notice, RSPA is giving those
persons who may have been unaware of, or confused by, the previous
requi renments an opportunity to coment on the proposals.

Wth regard to anal ysis of risk and economc inpact, in the
regul atory eval uation for HV 181, RSPA performed a macroscopi ¢ anal ysis
of costs and benefits generically addressing all hazardous nateri al s,
t hei r packagi ngs, and inpacts of changes to classification and hazard
conmuni cati on. The HVR address tens of thousands of hazardous materials
and over 100 different types of packagings. Under HW 181, it was not
feasi bl e or necessary to specifically analyze each hazardous nateria
or category of materials or each type of packagi ng and determn ne that
the benefits of change to classification, hazard conmuni cation or
packagi ng for each woul d outwei gh associ ated costs. The benefits of the
system put in place under HW 181, involving the assessment of |evels of
hazard for materials and assi gnnent of packagi ngs based on | evel s of
hazard, were denonstrated to greatly exceed the costs of the system
RSPA di d not receive any comments in response to the notices in Dockets
HM 181 or HM 142A on any economc inmpacts the rule would have on the
medi cal waste industry. Therefore, RSPA disagrees with the petitioners
who cl ai ned that RSPA did not adequately assess costs and benefits
attributable to changes to regul atory requirenments, particularly with
regard to nedical waste. For this notice, RSPA has prepared a
regul atory evaluation and is providing an opportunity to coment on the
proposal s.

Wth respect to other Federal regulation of infectious substances,
RSPA has participated in a nunber of interagency neetings to exchange
i nfornmati on on the Federal regulations and identify any duplication
conflict, gaps, or discrepancies. As discussed in greater detail under
Section VI of this notice, RSPA intends to continue to cooperate with
ot her Federal agencies to harnonize requirenents on infectious
substances. Wth respect to State regulation, RSPA is aware that many
States have regul ations on the transportati on of nedi cal waste,
al t hough the States vary in the extent and scope of their regulation
As di scussed in Section VII.B. below, Federal |aw preenpts State
requi renents applicable to the transportati on of hazardous materia
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that cover certain subjects and are not substantively the sanme as the
Federal requirenents. 49 U S.C. 5125(b)(1). These subjects include the
desi gnation, description, classification, packaging, handling, marking,
and | abeling of hazardous materi al

Wth respect to the ATSDR Report, that report addressed all nedica
waste generated in the United States. RSPA is concerned only with
regul ati ng medi cal waste that contains an infectious substance, and is
proposing to regulate only that medical waste.

Wth respect to COSTHA's petition concerning substances infectious
only to animals, in the Novenber 1987 NPRM under Docket HWM 181, RSPA
had proposed a shi pping description for ~“Infectious substances,

affecting animals only'', applicable only to internationa
transportation (i.e., identified with an “"1'" in Colum 1 of the
Hazardous Materials Table in Sec. 172.101). In the Decenber 1990 fina
rule, RSPA rempbved the " 1I'', mmking the description applicable to both

donestic and international transportation, and revised the definition
for infectious substances to include those affecting aninmals only. This
action was taken to harnonize with the UN Recommendations to the
maxi mum extent practicable. In response to COSTHA's petition, RSPA is
providing notice and opportunity to coment on the proposal in this
NPRM

Concl usi on

By initiating rul enaking, including issuance of the ANPRM and this
NPRM RSPA has granted the petitioners' requests to provide notice and
an opportunity to conment on provisions concerning RMWVand infectious
substances that are infectious to animals only. RSPA agrees with the
petitioners and conmenters that the HVR should be carefully tailored to
t he hazards posed by these materials, so that they can be safely
transported w thout inmposing unreasonable requirements on industry. To
t he maxi mum extent practicable, RSPA is proposing to accommpdate RMV
prepared in accordance with other Federal regulations, as discussed in
Section V of this notice. Furthernore, RSPA is proposing to amend and
clarify certain provisions that are frequently mi sconstrued.

I V. General Sunmary of the ANPRM

The ANPRM was issued to invite interested persons to participate in
t he rul emaki ng process by submitting views and information on issues
concerning Division 6.2 materials. RSPA asked 29 questions in the
ANPRM The questions addressed areas in the HVR that were identified as
problem areas in comments and petitions received follow ng i ssuance of
t he Decenmber 1991 final rule. RSPA requested information on a nunber of
conpl ex issues including the burdens of conpliance with the HVR and
ot her Federal regulations, the need for revised packagi ng standards,
the need to expand or narrow the definitions for infectious substances
and RMW and the costs incurred to nanage these materials in
transportati on. RSPA requested conmenters to provide as nuch
guantitative informati on as was avail abl e concerning costs and benefits
attributable to their recomrendati ons.

RSPA recei ved approximately 54 written coments in response to the
ANPRM and 13 oral comments at the public neeting. Comments were
submitted by a variety of organizations, including associations
representing hospitals, blood centers and | aboratories, disposa
servi ce conpani es, Federal and State agenci es, packagi ng manufacturers,
and private individuals. In responding to the ANPRM some comrenters
submitted views on issues not specifically addressed in the ANPRM

The conmenters provided wi dely divergent views on the extent to
whi ch the regul ati ons should be revi sed or anended. Some comenters
bel i eved that RSPA shoul d adopt a "~“universal precautions'' approach
as utilized by the Cccupational Safety and Health Adnministration (OSHA)
of the Department of Labor in regulations applicable to bl oodborne
pat hogens (29 CFR 1910.1030); that is, all materials that are

9of 20 8/23/02 1:17 PM



WAIS Document Retrieval file/l/K|/Web/rules_history/59fr-65860.htm

10 of 20

potentially infectious are treated as if known to be infectious. Qhers
suggest ed that RSPA should withdraw fromregul ati on of infectious
subst ances and RMN asserting that other agencies' regul ations provide
an adequate | evel of safety in transportation. Several comrenters
clainmed that the regulation of RMWwas best left to the EPA, even
t hough EPA regul ation of RMNended in 1991

Several comrenters provided informati on on the overall quantities
and costs of disposal for medical waste. However, there was not nuch
useful information as to what portion of that waste stream was subj ect
to RSPA requirements, either before or after the HW 181 final rules,
i ncrenental costs or savings resulting fromthe Decenber 1991 fina
rule, or even what portion of the disposal costs were the result of
regul atory requirenents. Commenters estimated varying di sposal costs
from $0.10 to $2. 00 per pound.

V. Proposed Rule

After considering the conments and petitions for reconsideration
that were filed, and follow ng an exam nation of the issues surroundi ng
the transportation of infectious substances and RMW RSPA is limting
the proposals in this notice to those issues concerning infectious
substances and RMWVthat nust be addressed in the short termto ensure
safe transportation of these materials w thout unduly inmpacting the
regul ated industry. RSPA intends to address other pertinent issues,
such as harnonizing the HVR with international regul ati ons, adopting
bul k packagi ng provisions for RMN and eval uating the adequacy of
exi sting Federal regulations for biological products and di agnostic
speci mens, in future rul emaki ng action. Although these issues are
i mportant, they are conplex and may result in additional requirenents
or substantial changes to the HVR. Thus, it is not appropriate to
include themin this notice, except to discuss themin terms of future
action. The "“long-term' issues are discussed further in Section VI of
this notice.

In this NPRM RSPA is proposing to amend the provisions of the HWR
applicable to Division 6.2 materials to enhance the effectiveness of
the HVR and minimze costs incurred by industry. Interested persons are
invited to conment on these proposals. A public meeting will be held on
January 17, 1995, at which oral coments are invited.

A. Definitions

Several commenters requested confirmation of their understandi ng
that the provisions for RMWdo not apply to sterilized nmedical wastes
or wastes that do not contain an infectious substance. This
understanding is correct. As stated in the preanble to the January 3,
1991 final rule, if a medical waste has been treated so as to elimnate
its hazard as an infectious substance, then it is not subject to the
HVR. No additional processing of the waste for aesthetics, such as that
formerly required by the EPA under the MMA, is required. To clarify
this point, RSPA is proposing to revise Sec. 173.134 by addi ng
exceptions for any material that contained an infectious substance but
has been treated to elinmnate the hazard. In addition, consistent with
EPA- provi ded exceptions under the MATA regul ati ons and based on RSPA's
own initiative, RSPA is proposing to clarify that the foll ow ng
materials are not considered RMN (1) EPA hazardous wastes; (2)
househol d waste; (3) corpses, remmins, and anatomical parts intended
for ceremonial interment or cremation, and (4) ani mal waste generated
i n ani mal husbandry or food production.

Based on comrenters' requests and RSPA's initiative, RSPA is
proposing to sinplify the definition of RMN by adopting a criteria-
based definition, rather than a |ist-based definition. The definition
in Appendix Gto part 173 did not specify that a category of waste,
such as "~ “unused sharps,'' was only regulated if the waste contai ned an
i nfectious substance. RSPA never intended to regul ate nedical waste
t hat does not contain an infectious substance. Therefore, RSPA is
proposing to revise the definition of RMNto renove the Appendix G

8/23/02 1:17 PM



WAIS Document Retrieval file/l/K|/Web/rules_history/59fr-65860.htm

categories and replace themw th a generic definition. RMWwoul d be
defined as a waste or reusable nmaterial, other than a Cass 7
(radioactive) material or a culture or stock of an infectious
subst ance, which contains an infectious substance and is generated in
t he di agnosis, treatnment or imunization of human bei ngs or animals,
research pertaining thereto, or the production or testing of biologica
products.

Anot her issue of concern to RSPA was whet her waste cul tures and
stocks should be treated as RMNor as infectious substances for the
pur poses of packagi ng and hazard comuni cation for transportation
Several commrenters reconmended that waste cultures and stocks should be
treated as infectious substances rather than as RMN One conmmrenter
stated that the hazards posed by these materials are the sane
regardl ess of "~“whether the untreated cultures and stocks are to
undergo further mani pul ation or are destined for disposal.'' Another
commenter stated that cultures and stocks demand very careful packaging
and handling. The conmmenter added that packagi ngs required for nost RMW
are not adequate for untreated cultures and stocks. Sone commenters
stated that cultures and stocks shoul d be handl ed as RWMW because
optimal conditions for growh are no longer present in the waste stream
and nost of these materials are sterilized before transportation. In
the case of the generators that cannot sterilize on-site, the Texas
Wat er Conmi ssion asserted that the quantity of these naterials in the
waste streamis probably insufficient to make the waste significantly
nore infectious than other forms of RWW

RSPA agrees with those comenters who suggested that di scarded
cul tures and stocks, because of their concentration, pose a greater
degree of risk than other medical waste and should be treated as
i nfecti ous substances rather than RMN Therefore, RSPA is proposing to
exclude untreated waste cultures and stocks fromthe definiti on of RMV
and subject themto the nore rigorous packagi ng provisions applicable
to infectious substances other than RMWN RSPA does not believe that

this proposal will inmpose additional burdens on industry because, based
on comrents, these materials are largely treated on-site prior to
di sposal

RSPA recei ved comrents stating that contam nated | aundry and ot her
recycl abl e/reusable materials, such as used surgical instruments that
are cleaned and sterilized off-site, should be handled in accordance
with OSHA regul ati ons. The OSHA regul ations in 29 CFR 1910. 1030 provide
that contaminated |aundry shall be placed and transported in bags or
contai ners |abeled or color-coded in accordance wi th paragraph
(g9)(1)(i) of the OSHA regulations or, if utilizing universa
precautions, alternative labeling is permtted if it is recognizable to
all enployees as requiring conpliance with universal precautions. In
addition, OSHA requires contam nated laundry that is wet and presents a
reasonabl e |i kel i hood of soak-through of or |eakage fromthe bag or
container to be placed in bags or containers which prevent soak-through
and/ or | eakage of fluids to the exterior. One comenter stated that
since these waste materials are not considered hazardous wastes under
EPA regul ati ons, they should not be RMWunder DOT regul ations. The
Ameri can Type Culture Collection suggested that |aundry and surgica
instruments should only be regulated in transportation if they are
known to be infectious. To relieve the burden of dual conpliance with
the HVR and OSHA regul ati ons, RSPA is proposing to except contam nated
l aundry and ot her reusable materials fromthe HVR if they are handl ed
in accordance with the OSHA requirements in 29 CFR 1910. 1030.

In the ANPRM RSPA reopened the issue of regulating infectious
subst ances affecting animals only. Several commrenters objected to
regul ati ng substances "““infectious to animals only.'' Commenters
suggested that RSPA include only those substances infectious to humans
and those infectious to humans and ani mal s (zoonotic), but not those
infectious to animals only. Some commenters stated that the regul ations
of the Animal and Plant Health Inspection Service (APH' S) of the United
States Departnment of Agriculture adequately covers substances
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infectious to animals. One comrenter suggested that if RSPA defers to
other regulations for these materials, the HVR should cross-reference
t hose Federal regulations.

Under the Federal hazardous material transportation |aw, RSPA nust
regul ate the transportati on of nmaterials that may pose an unreasonabl e
risk to health and safety or property. Aninmal pathogens may pose an
unreasonabl e risk to aninmals. Furthernore, RSPA has exami ned the APHI S
regul ations contained in 9 CFR parts 1-199 and determ ned that they do
not address transportation concerns with regard to comunication of
hazard, provision of emergency response information, and adequacy of
packagi ng. Therefore, in this notice, RSPA is proposing to regul ate
Division 6.2 materials affecting aninmals only. Although the
requi renents that were scheduled to go into effect on Cctober 1, 1994,

included ““animals'' in the definition of "“infectious substance,"
RSPA has del ayed the conpliance date for these nmaterials until October
1, 1995. See Section Il for nore informati on concerning the extension

of conpliance dates. RSPA is requesting nore comments on this issue.

RSPA received several requests to clarify that the terns
““biological product'' and " diagnostic specinmen'' do not include
materials that do not contain infectious substances. As previously
stated, RSPA does not intend to regulate materials that do not pose a
hazard in transportation. Therefore, for clarity, RSPA is proposing to
revise the definitions of " “biological product'' and " "diagnostic
specinmen'' to include only those materials that contain an infectious
substance. RSPA also would clarify that the terms " biol ogica
product,'' " “diagnostic specinmen,'' and " “regul ated nedical waste'' are
all subcategories of Division 6.2 materials.
B. RMW Excepti on

RSPA recei ved several comrents on the ANPRM cl ai ming that the
regul ati ons i nposed by RSPA overlap, and sonetines conflict with,
regul ati ons/ gui del i nes establi shed by ot her agencies, which
unnecessarily increases costs and confusion. One comenter suggested
that inconsistencies should be elimnated between Federal and State
regul ati ons governi ng RMN Anot her comrenter stated that overl apping
regul ations clearly increase non-conpliance; however, the associ ated
costs are difficult to assess. One comenter asserted that current
Federal regul ations do not appear to be financially burdensone but do
conplicate conmpliance. One commenter clained that overl appi ng Federa
regul ati ons are not so nuch burdensone or costly, as that they are
| argely ignored. Another commenter stated that varying nmedi cal waste
regul ati ons increase the volunme of waste that nmust be specially
handl ed. Many comrenters requested consolidation of the regul ations.

More specifically, comrenters stated that the appearance of
nmultiple |abels on a package of infectious substances causes
unnecessary confusion to transport workers and energency responders.
One comenter claimed that multiple Iabels contribute to the
m smanagenent of medi cal waste by transport workers and energency
response personnel. Several comenters recommended that one |abel is
sufficient to communi cate the hazard. One comenter suggested that the
CDC " " BI OVEDI CAL MATERI AL'' | abel and the OSHA " BI OHAZARD ' mar ki ng
shoul d be allowed only on stationary materials and equi pnent. Sone
conmment ers reconmended t hat RSPA adopt the UN Recommendati ons | abel for
i nfecti ous substances because it is internationally recogni zed. One
conmenter stated that appropriate worker training would elimnate rmuch
of the confusion experienced by transport workers and emergency
response personnel

RSPA recogni zes that overl appi ng Federal regulations for infectious
subst ances and RMW cause confusion and result in frustrated shipnents.
Therefore, RSPA is proposing to provide an exception fromthe HWR
| abel i ng and packagi ng requirements for RMWN transported by private and
contract carriers, that is packaged in a packaging that conmplies with
OSHA requirenents, is rigid, conforns to the general packaging
requi renents of 49 CFR 173.24 and 173.24a, and is nmarked with the OSHA
"Bl OHAZARD ' marking. This exception would be linited to transport by
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private or contract carrier because these carriers generally transport
RMW excl usi vel y and have the denonstrated ability to inplenment
appropriate handling procedures which offset potentially |esser
packaging integrity. RMNthat is offered for transportati on and
transported by conmon carrier would be subject to the packagi ng

requi renents of Sec. 173.197. RSPA invites comments on this matter.

O her than this exception for RMW RSPA is not proposing in this
NPRM t o accept other agencies' |abels or markings in place of the |abe
or marking requirements for infectious substances packagi ngs. The
"I NFECTI QUS SUBSTANCE'' | abel is internationally recognized, is
requi red under the | CAO Technical Instructions for transport by
aircraft, and is consistent in size and appearance with DOT's ot her
hazard warning | abels. Unlike OSHA's "~ Bl OHAZARD ' marki ng, the DOT
| abel conveys the class nunber of the material, energency information
in the event of a spill or incident, and has m ninum size requirenents
to ensure its visibility.

C. M scel | aneous

RSPA is proposing to relocate the exceptions for biologica
products and di agnostic specinmens in Sec. 173.196 and the definition
and exceptions for RMWin Appendix Gto part 173 to Sec. 173.134 to
ease conpliance. Also, in response to a question concerning use of the
term " diagnostic specinmen'' versus ~“clinical specinmen,'' many
conment ers reconmended that RSPA continue using "~ diagnostic specinen''
instead of ““clinical specinen'' because the term  "diagnostic
specinmen'' is comonly used in industry. RSPA agrees and would retain
the term nol ogy. RSPA is proposing to amend the term nol ogy used in the
i ncident reporting requirements in Sec. 171.15 from  “etiologic
agents'' to " “infectious substances (etiologic agents)''.

RSPA has received several requests for clarification as to whether
i nfecti ous substance packagi ngs that successfully pass the tests in
Sec. 178.609 must be certified and marked. According to Sec. 173. 196,
packagi ngs for infectious substances are required to be capabl e of
passing the tests in Sec. 178.609. These packagi ngs are not required to
be marked and certified. RSPA is proposing to add a provision in
Sec. 178.609 that clarifies that packagi ngs conforming to this section
are not subject to the marking requirenents of Sec. 173.503. However,
the eighth revised edition of the UN Recomrendati ons prescribes
packagi ng certification marking requirenents for infectious substances
packagi ngs. Therefore, RSPA nmay propose simlar requirenments in the
interest of international harnonization, in future rul emaki ng action
(See Section VI of this notice.)

RSPA woul d clarify in Sec. 173.134 that Division 6.2 materials
ot her than RMNV are not assigned a packing group. RMVWwoul d be assi gned
to a Packing Group Il performance | evel
D. Air Transportation

In response to a question in the ANPRM RSPA received comments
concerni ng shi pnents of RMWV by nodes ot her than hi ghway. Commenters
stated that RMWis transported predomi nantly by hi ghway; however, other
nodes of transportation also are used. Sone comenters reported that
used sharps are transported by air through the U S. Postal Service
(USPS) ""mil-in"' sharps program RSPA received a petition requesting
an anendnment to the HWR to pernmit the transportation of simlar
guantities and packages of RMN by aircraft other than in mail. RSPA
al so received comments froma nunmber of health care facilities |ocated
in rural areas, e.g., Alaska, requesting that the regul ations
facilitate transportation of medical wastes by aircraft. The comenters
stated that health clinics in renpte areas are only accessible by air
or water. Conmenters reported that it is not practical for the air
carriers to provide cargo-only flights.

RSPA is proposing to add two special provisions that would permt
the transportati on of RMNW by aircraft. A new Special Provision "~ Al3'
woul d be added to allow the transportati on of sharps aboard passenger
and cargo-carrying aircraft in quantities of not nore than 16 kil ograns
(35 pounds) per package and maxi mumliquid content of 50 mlliliters
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for each inner packaging. This provision is consistent with USPS

regul ations for the mailability of used sharps under 39 CFR Part 111
and woul d serve to elimnate confusion as to whether sharps mmilers are
acceptable for air transportation. RSPA also is proposing to add
Special Provision “"Al4'' to allow shipnents of RMWto be transported
by aircraft in quantities not exceeding 16 kil ograms (35 pounds) for
solid waste and 12 liters (3 gallons) for liquid waste, when neans of
transportation other than air are inpracticable or unavail able. Even

t hough these provi sions woul d not have any effect on the novenent of
RMV until adopted, proposal of these provisions is intended to clarify
t hat sharps and RMW from Al aska and other renote areas are pernitted
aboard aircraft. See Section VI of this preanble for possible future
rul emaki ng concerning quantity limtations aboard aircraft.

RSPA al so is proposing to revise the |.D. nunber for RMNfrom a
donestic-only recognized |I.D. number (NA 9275) to an internationally
recogni zed |1.D. nunber (UN 3291). This proposed anendnent is consistent
with the UN Recommendati ons and the | CAO Technical Instructions.

E. Proposed Extension of Conpliance Date

RSPA intended to issue this notice of proposed rul emaki ng
simul taneously with the final rule which was published on Septenber 22,
1994 (see Section Il of this notice). Due to a delay in publication of
this notice, RSPA is proposing to extend the conpliance date once again
for requirenents applicable to regul ated nedi cal waste and infectious
substances affecting only animals from Cctober 1, 1995, to January 1,
1996. This is intended to allow sufficient time for the public to
conment on the proposals contained in this notice, for RSPA to eval uate
the conments received, and, based on the nmerits of the coments,
publish a final rule. RSPA invites comrents on the need for this
proposed extension.

VI . Scope of Future Work

RSPA bel i eves that uniform standards, applicable to both donestic
and international transportation, are essential to ensuring the safe
and efficient movenment of infectious substances. To this end, RSPA
continues to work with other Federal agencies and the United Nations
Subcommittee of Experts on the Transport of Dangerous Goods to inprove
standards for classification, hazard comunication, packagi ng and
operational control of infectious substances. The HVR are generally
consistent with the United Nations Reconmendati ons on the Transport of
Danger ous Goods (UN Reconmendations), although there are sone
di fferences. RSPA anticipates proposing changes to the HVR in future
rul emaki ng concerning defining criteria, particularly the adoption of
ri sk groups and regul ation of genetically-nodified organi sns and
m cr oor gani snms, and new shi ppi ng descriptions and marki ng requirenents
for non-bul k packagi ngs based on the UN Recommendati ons.

The |1 CAO Technical Instructions prescribe no air quantity limts
for RMW RSPA nay propose to align its air quantity limts for RMNw th
the 1CAO in future rul enmaki ng action

Transportation safety for all categories of infectious substances
(i.e., cultures and stocks, diagnostic speci nens, biological products
cont ai ni ng i nfectious substances, and RMN coul d be enhanced t hrough
i mposition of uniformclassification, hazard conmuni cation and
packagi ng requirements. Both through rul emaking action and in working
wi th ot her Federal agencies, RSPA anticipates advocating standards
based on UN Recomrendati ons, such as for the internationally-recognized
"I NFECTI QUS SUBSTANCE' ' | abel and for performance-oriented packagi ng.

RSPA intends to continue its review of the HVR and the regul ati ons
of other Federal agencies and to work with these agencies to identify
and elim nate inconsistencies, overlaps, gaps and i nadequacies in
regul atory coverage. Although RSPA is aware of allegations of
i nconsi stent regul ati ons, RSPA has not identified any regul atory
i npedi nrent to conpliance with the HVR and the regul ati ons of other
agenci es.
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There are obvious overl aps between agency regul ati ons, such as
di ffering | abeling and packagi ng requirenments of RSPA and the CDC for
cul tures and stocks of infectious substances. CDC has expressed a
willingness to work with RSPA in resolving these differences through
changes to one or both agencies' regulations. There also are differing
| abel i ng and packagi ng requirements of RSPA and OSHA for nedical waste
as discussed in the proposed rul e change el sewhere in this notice.

Al t hough conpliance with two or nore differing agencies' regul ations
may be burdensone, RSPA has not identified any situation where
conpliance with one agency's regulations is a barrier to conpliance
wi t h anot her agency's regul ati ons. However, RSPA agrees with
conmenters' contentions that differing requirenents cause confusion and
i ncrease conmpliance costs and the |ikelihood of non-conpliance based on
m sunder st andi ng. RSPA intends to work with other Federal agencies to
el i m nate overl aps, where feasible.

O nore concern to RSPA than overl apping requirenents are gaps or
i nadequaci es of regulation which may inpact transportation safety. RSPA
is particularly concerned that diagnostic speci nens and bi ol ogi ca
products known or suspected to contain infectious substances may be
transported with i nadequate or no hazard conmunication (e.g., shipping
paper descriptions identifying themas hazardous, package marki ngs and
| abels to identify the hazard class and name of the hazardous nateri al
enmer gency response information specifying steps to be taken in the
event of an incident in transportation) and nay be transported in
packagi ngs which are inadequate for the conditions of transport and the
ri sks posed by the nmaterials contained therein

RSPA recogni zes that the regul ati ons under the Food and Drug
Admi ni stration (FDA) of the Departnent of Health and Human Services (21
CFR parts 312 and 600-680) and APHI S of the United States Departnent of
Agriculture (9 CFR parts 102-104) are designed to protect the safety,
potency, and purity of the biological product and are not specifically
i ntended to protect transport workers or the public against exposure to
bi ol ogi cal products. RSPA al so understands that CDC regul ations in 42
CFR 72. 3 govern packagi ng and | abeling for diagnostic specinens that
are equivalent to the HVR for infectious substances. However,
regul atory gaps may exist in CDC s regul ati ons because the |ist of
agents is outdated. For exanple, the list does not include H'V or Lyme
di sease.

Because of the need for expeditious delivery, many biol ogica
products and di agnostic speci nens are transported by aircraft. Al though
not subject to incident reporting requirenents of the HVR, RSPA
under st ands that packages of these materials often are danaged in
transit aboard aircraft, causing costly delays and posing risks to
cargo handl ers, energency responders, others who nmay be exposed to the
materials and property. Al though many commenters to the ANPRM on this
i ssue supported regul ation of these materials under the HVR RSPA is
not proposing to inpose requirenents on biological products and
di agnostic specinens at this time. RSPA would continue to except
bi ol ogi cal products and di agnostic specinmens fromthe HVR RSPA
antici pates proposing deletion of exceptions for these materials, if
justified in terms of benefits versus costs, in future rul emaking
action. Other exceptions, such as those for hazardous wastes, may be
reconsidered at a future date if safety concerns warrant.

RSPA woul d aut horize, by today's proposed rule, non-bul k, non-
speci fication packagi ngs for RMWVunder specified conditions. RSPA
intends to monitor closely incident reports for these shipments to
ensure that the packagi ng and handling requirenents achi eve an
acceptable level of safety and, if not, will propose adjustnents in
future rul emaki ng action.

Several other issues may be considered in future rul emaking action
Al t hough no bul k packagi ngs for RMVWare specified in the HVR, their use
i s authorized under the provisions of a nunber of exenptions. RSPA
antici pates proposing to convert the provisions of some or all of these
exenptions into regul ations of general applicability. RSPA currently
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requires the segregation of poisons fromfoodstuffs. There may be
sufficient justification, in terns of safety, to inpose simlar
restrictions on all infectious substances or RMNonly. RSPA is aware
that a nunber of States have differing vehicle marking requirements for
vehi cl es contai ning RMN Al though RSPA has not required a vehicle
marking to date, there nay be a need to propose one. Finally, in the
interest of mnimzing cost inmpacts on the regul ated industry, RSPA did
not adopt vehicle placarding requirenents for Division 6.2 materials.
For purposes of emergency response and international harmonization, it
may be beneficial to adopt an "~ | NFECTI OQUS SUBSTANCE ' placard in
future rul emaki ng action.

VI1. Regul atory Anal yses and Notices

A. Executive Order 12866 and DOT Regul atory Policies and Procedures

This proposed rule is considered a significant regulatory action
under section 3(f) of Executive Order 12866 and, therefore, was
reviewed by the Ofice of Managenent and Budget. This rule is
significant under the Regulatory Policies and Procedures of the
Depart nent of Transportation (44 FR 11034), because of substantia
public interest. A regulatory evaluation is available for reviewin the
docket .

B. Executive Order 12612

Thi s proposed rul e has been anal yzed in accordance with the
principles and criteria contained in Executive Order 12612
(° " Federalism'). Federal |aw expressly preenpts State, |ocal, and
Indian tribe requirements applicable to the transportation of hazardous
material that cover certain subjects and are not substantively the same
as the Federal requirenents. 49 U S.C. 5125(b)(1). These subjects are:

(A) The designation, description, and classification of hazardous
mat eri al

(B) The packing, repacking, handling, |abeling, marking, and
pl acardi ng of hazardous materi al

(C) The preparation, execution, and use of shipping docunments
pertaining to hazardous material and requirenents respecting the
nunber, content, and placenent of those docunents;

(D) The written notification, recording, and reporting of the
uni ntentional release in transportation of hazardous material; or

(E) The design, manufacturing, fabrication, marking, mnaintenance,
recondi tioning, repairing, or testing of a package or contai ner which
is represented, marked, certified, or sold as qualified for use in the
transportati on of hazardous materi al

This proposed rul e concerns the classification, packaging,
| abel i ng, and handling of hazardous nmaterial, anong other covered
subj ect s.

|If adopted as final, this rule would preenpt any State, |ocal, or
Indian tribe requirenents concerning these subjects unless the non-
Federal requirenents are "~ substantively the same'' (see 49 CFR
107.202(d)) as the Federal requirenents.

Federal law (49 U . S.C. 5125(b)(2)) provides that if DOT issues a
regul ati on concerning any of the covered subjects after Novenber 16,
1990, DOT nust determ ne and publish in the Federal Register the
ef fective date of Federal preenption. That effective date may not be
earlier than the 90th day followi ng the date of issuance of the fina
rule and not later than two years after the date of issuance. RSPA
requests comrents on what the effective date of Federal preenption
should be for the requirenents in this proposed rule that concern
covered subjects.

C. Regulatory Flexibility Act

This proposed rule would revise the requirenents for infectious
subst ances and regul ated nmedi cal waste contained in the HVR by
narrowi ng the scope of these provisions. The proposed changes in this
rule woul d provide relief to shippers, carriers of infectious
subst ances and regul ated nedi cal waste, and sonme packagi ng
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manuf acturers, some of whomare small entities (e.g., nmedical clinics,
governmental jurisdictions, and not-for-profit organizations).
Therefore, | certify that this proposal will not, if pronul gated, have
a significant economc inmpact on a substantial nunber of small
entities. This certification is subject to nodification as a result of
a review of coments received in response to this proposal
D. Paperwor k Reduction Act

There are no new i nformation collection requirements in this
proposed rul e.
E. Regulation ldentifier Number (RIN)

A regulation identifier nunber (RIN) is assigned to each regul atory
action listed in the Unified Agenda of Federal Regul ations. The
Regul atory I nformati on Service Center publishes the Unified Agenda in
April and Cctober of each year. The RI N nunbers contained in the
headi ng of this docunent can be used to cross-reference this action
with the Unified Agenda.

Li st of Subjects
49 CFR part 171

Exports, Hazardous nmmterials transportation, Hazardous waste,
I mports, Incorporation by reference, Reporting and recordkeepi ng
requi renents.
49 CFR part 172

Hazardous materials transportation, Hazardous waste, Labeling,
Mar ki ng, Packagi ng and contai ners, Reporting and recordkeepi ng
requi renents.
49 CFR part 173

Hazardous materials transportation, Packagi ng and contai ners,

Radi oactive materials, Reporting and recordkeeping requirenents,
Ur ani um

49 CFR part 178

Hazardous materials transportation, Mtor vehicle safety, Packagi ng
and containers, Reporting and recordkeepi ng requirenents.

In consideration of the foregoing, 49 CFR parts 171, 172, 173, and
178 woul d be anmended as fol |l ows:
PART 171-- GENERAL | NFORMATI ON, REGULATI ONS, AND DEFI NI TI ONS

1. The authority citation for part 171 would continue to read as
fol | ows:

Authority: 49 U S.C 5101-5127; 49 CFR 1.53.
2. In Sec. 171.8, the followi ng definition woul d be added in

appropriate al phabetical order:

Sec. 171.8 Definitions and abbrevi ati ons.

* * *x * %

Regul at ed nedi cal waste. See Sec. 173.134 of this subchapter

* * *x * %

Sec. 171.15 [ Amended]
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3. In Sec. 171.15, the wording " “etiologic agents'' in paragraphs
(a)(3) and (b) introductory text would be revised to read " “infectious
substances (etiol ogic agents)'"'.

PART 172-- HAZARDOUS MATERI ALS TABLE, SPECI AL PROVI SI ONS, HAZARDOUS
MATERI ALS COVVUNI CATI ONS, EMERGENCY RESPONSE | NFORMATI ON, AND
TRAI' NI NG REQUI REMENTS

4. The authority citation for part 172 would continue to read as
fol | ows:

Authority: 49 U S.C. 5101-5127; 49 CFR 1.53.

Sec. 172.101 [ Amrended]

5. In Sec. 172.101, in the Hazardous Materials Table, the follow ng
changes woul d be nade:

a. For the entry, "“Infectious substances, affecting aninmals
only'', in Colum (8A), “"196'' would be renpved and replaced wth
t1134'

b. For the entry, “~“Infectious substances, affecting humans'', in
Colum (8A), ""196'' would be renoved and replaced with ~~134""

c. For the entry, "“Regulated nedical waste'', in Colum (4), the
identification number ““NA9275'' woul d be renpved and replaced with
TTUN3291''; in Colum (7), T A13, Al4'' would be added; and in Col umm
(8A), ~7197'" would be renmpved and replaced with ~"134""

6. In Sec. 172.102, in paragraph (c)(2), Special Provisions Al3 and
Al4 woul d be added in al phanuneric sequence, to read as follows:

Sec. 172.102 Special provisions.

* k k%

Code/ Speci al Provi si ons

* *x * % %

Al3 Non-bul k packagi ngs conforming to Sec. 173.197 of this
subchapter not exceeding 16 kil ograns (35 pounds) gross nass

contai ning used sharps are permtted for transportation by aircraft.
Maxi mum | i quid content in each inner packaging nay not exceed 50
milliliters (1.7 ounces).

Al4 Non-bul k packagi ngs of regul ated nedi cal waste conformng to
Sec. 173.197 of this subchapter not exceeding 16 kilograns (35
pounds) gross nmass for solid waste or 12 liters (3 gallons) tota
volunme for liquid waste nay be transported by passenger and cargo
aircraft when neans of transportation other than air are

i mpracticabl e or not avail abl e.
* *x * *x %

PART 173- - SHI PPERS- - GENERAL REQUI REMENTS FOR SHI PMENTS AND
PACKAG NGS

7. The authority citation for part 173 would continue to read as
fol | ows:

Authority: 49 U S.C. 5101-5127; 49 CFR 1.53.

8. Section 173.134 would be revised to read as foll ows:
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Sec. 173.134 Cass 6, Division 6.2--Definitions, exceptions and
packi ng group assi gnnents.

(a) Definitions. For the purposes of this subchapter, the
categories of materials that conmprise Division 6.2 are defined as
fol |l ows:

(1) An infectious substance neans a viable mcroorganism or its
toxi n, which causes or may cause di sease in humans or animls, and
i ncl udes those agents listed in 42 CFR 72.3 of the regul ati ons of the
Depart ment of Health and Human Services and any other agent that causes
or may cause severe, disabling or fatal disease. The terms infectious
substance and etiol ogi c agent are synonynous.

(2) A diagnostic specinmen neans any human or animal material being
shi pped for purposes of diagnosis which contains an infectious
substance including, but not limted to, excreta, secreta, blood, blood
conponents, tissue, and tissue fluids.

(3) A biological product nmeans a material which contains an
i nfecti ous substance and is prepared and nmanufactured in accordance
with the provisions of 9 CFR part 102 (Licenses for biologica
products), 9 CFR part 103 (Experinental products, distribution, and
eval uation of biological products prior to licensing), 9 CFR part 104
(Permits for biological products), 21 CFR part 312 (Investigational new
drug application), or 21 CFR parts 600 to 680 (Biologics).

(4) A regul ated nmedi cal waste nmeans a waste or reusable materi al
other than a Class 7 (radioactive) material or a culture or stock of an
i nfecti ous substance, which contains an infectious substance and is
generated in--

(i) The diagnosis, treatment or imrunization of human bei ngs or
ani mal s;

(ii) Research pertaining to the diagnosis, treatment or
i muni zation of human bei ngs or aninmals; or

(iii) The production or testing of biological products.

(b) Exceptions. (1) The follow ng are not subject to any
requi renents of this subchapter if the items as packaged do not contain
any material otherw se subject to the requirements of this subchapter

(i) Biological products;

(ii) Diagnostic specinens;

(iii) Laundry or medical equipment which confornms to 29 CFR
1910. 1030 of the regul ations of the Cccupational Safety and Health
Adm ni stration of the Departnent of Labor;

(iv) A mterial, including waste, which previously contai ned an
i nfecti ous substance, that has been treated by steamsterilization
chem cal disinfection, or other appropriate nethods, so that it no
| onger poses the hazard of an infectious substance;

(v) Household waste, i.e., any waste material, including garbage,
trash and sanitary waste in septic tanks, derived from househol ds,

i ncluding single and nmultiple residences, hotels and notels;

(vi) Corpses, remmins and anatom cal parts that are intended for
cerenoni al interment or cremation; and

(vii) Animal waste generated in aninmal husbandry or food
producti on.

(2) A hazardous waste is not subject to regulation as a regul ated
nmedi cal waste.

(3) A regulated nmedical waste that is transported by a private or
contract carrier is excepted from-

(i) The requirenment for an "~ | NFECTI OUS SUBSTANCE ' | abel if the
outer packaging is marked with a ~ "Bl OHAZARD ' nmarking i n accordance
with 29 CFR 1910. 1030; and

(ii) The specific packagi ng requirements of Sec. 173.197, if
packaged in a rigid non-bul k packagi ng conform ng to--

(A) The general packaging requirenents of Secs. 173.24 and 173. 24a;
and

(B) Packagi ng requirenents specified in 29 CFR 1910. 1030.

(c) Assignnent of packing groups/applicabl e packagi ng sections. (1)

8/23/02 1:17 PM



WAIS Document Retrieval file/l/K|/Web/rules_history/59fr-65860.htm

Division 6.2 naterials, other than regul ated nedi cal waste, are not
assi gned a packi ng group. Packaging requirenents for these nmaterials
are prescribed in Sec. 173.196.

(2) Except as otherw se provided, regul ated nedical waste is
assigned to Packing Group Il and nust be packaged as specified in
Sec. 173.197.

Appendi x G [ Renmpved]
9. Appendix Gto part 173 would be renoved.
PART 178- - SPECI FI CATI ONS FOR PACKAG NGS

10. The authority citation for part 178 would continue to read as
fol | ows:

Authority: 49 U S.C 5101-5127; 49 CFR 1.53.

11. In Sec. 178.609, paragraph (i) would be added to read as
fol | ows:

Sec. 178.609 Test requirenments for packagi ngs for infectious
subst ances (etiol ogic agents).

* *x * % %

(i) Packagings subject to this section are not subject to
Sec. 178.503 or any other requirenents of this subpart, except
Sec. 178.608.

| ssued in Washi ngton, DC on Decenber 14, 1994, under authority
del egated in 49 CFR part 106, appendix A.
Alan |. Roberts,
Associ ate Administrator for Hazardous Materials Safety.
[FR Doc. 94-31174 Filed 12-20-94; 8:45 an
Bl LLI NG CODE 4910- 60- P
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