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mixture is presumed to have an LCsg
equal to or less than 1000 mIL/ms3.

(B) A sample of the vapor in equi-
librium with the liquid mixture is di-
luted with 9 equal volumes of air to
form a test atmosphere. Ten albino
rats (five male and five female) are ex-
posed to the test atmosphere for one
hour and observed for fourteen days. If
five or more of the animals die within
the fourteen-day observation period,
the mixture is presumed to have a vol-
atility equal to or greater than 10
times the mixture LCso.

(iii) A mixture is assigned to Packing
Group II only if both the following cri-
teria are met, and the mixture does not
meet the criteria for Packing Group I
(Hazard Zones A or B):

(A) A sample of the liquid mixture is
vaporized and diluted with air to create
a test atmosphere of 3000 mL/m3 vapor-
ized mixture in air. Ten albino rats
(five male and five female) are exposed
to the test atmosphere for one hour
and observed for fourteen days. If five
or more of the animals die within the
fourteen-day observation period, the
mixture is presumed to have an LCso
equal to or less than 3000 mIL/ms3.

(B) A sample of the vapor in equi-
librium with the liquid mixture is used
to form a test atmosphere. Ten albino
rats (five male and five female) are ex-
posed to the test atmosphere for one
hour and observed for fourteen days. If
five or more of the animals die within
the fourteen-day observation period,
the mixture is presumed to have a vol-
atility equal to or greater than the
mixture LCso.

(iv) A mixture is assigned to Packing
Group IIT only if both the following cri-
teria are met, and the mixture does not
meet the criteria for Packing Groups I
(Hazard Zones A or B) or Packing
Group II (Hazard Zone C):

(A) A sample of the liquid mixture is
vaporized and diluted with air to create
a test atmosphere of 5000 mL/m3 vapor-
ized mixture in air. Ten albino rats
(five male and five female) are exposed
to the test atmosphere for one hour
and observed for fourteen days. If five
or more of the animals die within the
fourteen-day observation period, the
mixture is presumed to have an LCsg
equal to or less than 5000 mIL/ms3.
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(B) The vapor pressure of the liquid
mixture is measured and if the vapor
concentration is equal to or greater
than 1000 mL/m3, the mixture is pre-
sumed to have a volatility equal to or
greater than ¥ the mixture LCso.

(c) Transitional provisions. The cri-
teria for packing group assignments in
effect on December 31, 2006, may con-
tinue to be used until January 1, 2012.

[Amdt. 173-224, 56 FR 52634, Dec. 21, 1990, as
amended at 56 FR 66268, Dec. 20, 1991; 57 FR
45461, Oct. 1, 1992; Amdt. 173-234, 58 FR 51532,
Oct. 1, 1993; Amdt. 173-138, 59 FR 49133, Sept.
26, 1994; Amdt. 173-255, 61 FR 50626, Sept. 26,
1996; 66 FR 45183, 45380, Aug. 28, 2001; 66 FR
49556, Sept. 28, 2001; 69 FR 54046, Sept. 7, 2004;
71 FR 54395, Sept. 14, 2006; 71 FR 78631, Dec.
29, 2006; 74 FR 53188, Oct. 16, 2009; 76 FR 43529,
July 20, 2011]

§173.134 Class 6, Division 6.2—Defini-
tions and exceptions.

(a) Definitions and classification cri-
teria. For the purposes of this sub-
chapter, the following definitions and
classification criteria apply to Division
6.2 materials.

(1) Division 6.2 (Infectious substance)
means a material known or reasonably
expected to contain a pathogen. A
pathogen is a microorganism (includ-
ing Dbacteria, viruses, rickettsiae,
parasites, fungi) or other agent, such
as a proteinaceous infectious particle
(prion), that can cause disease in hu-
mans or animals. An infectious sub-
stance must be assigned the identifica-
tion number UN 2814, UN 2900, UN 3373,
or UN 3291 as appropriate, and must be
assigned to one of the following cat-
egories:

(i) Category A: An infectious sub-
stance in a form capable of causing
permanent disability or life-threat-
ening or fatal disease in otherwise
healthy humans or animals when expo-
sure to it occurs. An exposure occurs
when an infectious substance is re-
leased outside of its protective pack-
aging, resulting in physical contact
with humans or animals. A Category A
infectious substance must be assigned
to identification number UN 2814 or UN
2900, as appropriate. Assignment to UN
2814 or UN 2900 must be based on the
known medical history or symptoms of
the source patient or animal, endemic
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local conditions, or professional judg-
ment concerning the individual cir-
cumstances of the source human or
animal.

(ii) Category B: An infectious sub-
stance that is not in a form generally
capable of causing permanent dis-
ability or life-threatening or fatal dis-
ease in otherwise healthy humans or
animals when exposure to it occurs.
This includes Category B infectious
substances transported for diagmnostic
or investigational purposes. A Cat-
egory B infectious substance must be
described as ‘‘Biological substance,
Category B” and assigned identifica-
tion number UN 3373. This does not in-
clude regulated medical waste, which
must be assigned identification number
UN 3291.

(2) Biological product means a virus,
therapeutic serum, toxin, antitoxin,
vaccine, blood, blood component or de-
rivative, allergenic product, or analo-
gous product, or arsphenamine or de-
rivative of arsphenamine (or any other
trivalent arsenic compound) applicable
to the prevention, treatment, or cure
of a disease or condition of human
beings or animals. A biological product
includes a material subject to regula-
tion under 42 U.S.C. 262 or 21 U.S.C.
1561-159. Unless otherwise excepted, a bi-
ological product known or reasonably
expected to contain a pathogen that
meets the definition of a Category A or
B infectious substance must be as-
signed the identification number UN
2814, UN 2900, or UN 3373, as appro-
priate.

(3) Culture means an infectious sub-
stance containing a pathogen that is
intentionally propagated. Culture does
not include a human or animal patient
specimen as defined in paragraph (a)(4)
of this section.

(4) Patient specimens means those col-
lected directly from humans or ani-
mals and transported for research, di-
agnosis, investigational activities, or
disease treatment or prevention. Pa-
tient  specimens includes excreta,
secreta, blood and its components, tis-
sue and tissue swabs, body parts, and
specimens in transport media (e.g.,
transwabs, culture media, and blood
culture bottles).

(5) Regulated medical waste or clinical
waste or (bio) medical waste means a
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waste or reusable material derived
from the medical treatment of an ani-
mal or human, which includes diag-
nosis and immunization, or from bio-
medical research, which includes the
production and testing of biological
products. Regulated medical waste or
clinical waste or (bio) medical waste
containing a Category A infectious
substance must be classed as an infec-
tious substance, and assigned to UN2814
or UN2900, as appropriate.

(6) Sharps means any object contami-
nated with a pathogen or that may be-
come contaminated with a pathogen
through handling or during transpor-
tation and also capable of cutting or
penetrating skin or a packaging mate-
rial. Sharps includes needles, syringes,
scalpels, broken glass, culture slides,
culture dishes, broken capillary tubes,
broken rigid plastic, and exposed ends
of dental wires.

(7) Toxin means a Division 6.1 mate-
rial from a plant, animal, or bacterial
source. A toxrin containing an infectious
substance or a toxin contained in an in-
fectious substance must be classed as
Division 6.2, described as an infectious
substance, and assigned to UN 2814 or
UN 2900, as appropriate.

(8) Used health care product means a
medical, diagnostic, or research device
or piece of equipment, or a personal
care product used by consumers, med-
ical professionals, or pharmaceutical
providers that does not meet the defi-
nition of a patient specimen, biological
product, or regulated medical waste, is
contaminated with potentially infec-
tious body fluids or materials, and is
not decontaminated or disinfected to
remove or mitigate the infectious haz-
ard prior to transportation.

(b) Ezxceptions. The following are not
subject to the requirements of this sub-
chapter as Division 6.2 materials:

(1) A material that does not contain
an infectious substance or that is un-
likely to cause disease in humans or
animals.

(2) Non-infectious biological mate-
rials from humans, animals, or plants.
Examples include non-infectious cells,
tissue cultures, blood or plasma from
individuals not suspected of having an
infectious disease, DNA, RNA or other
non-infectious genetic elements.
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(3) A material containing micro-orga-
nisms that are non-pathogenic to hu-
mans or animals.

(4) A material containing pathogens
that have been neutralized or inac-
tivated such that they no longer pose a
health risk.

(5) A material with a low probability
of containing an infectious substance,
or where the concentration of the in-
fectious substance is at a level natu-
rally occurring in the environment so
it cannot cause disease when exposure
to it occurs. Examples of these mate-
rials include: Foodstuffs; environ-
mental samples, such as water or a
sample of dust or mold; and substances
that have been treated so that the
pathogens have been neutralized or de-
activated, such as a material treated
by steam sterilization, chemical dis-
infection, or other appropriate method,
so it no longer meets the definition of
an infectious substance.

(6) A biological product, including an
experimental or investigational prod-
uct or component of a product, subject
to Federal approval, permit, review, or
licensing requirements, such as those
required by the Food and Drug Admin-
istration of the U.S. Department of
Health and Human Services or the U.S.
Department of Agriculture.

(7) Blood collected for the purpose of
blood transfusion or the preparation of
blood products; blood products; plasma;
plasma derivatives; blood components;
tissues or organs intended for use in
transplant operations; and human cell,
tissues, and cellular and tissue-based
products regulated under authority of
the Public Health Service Act (42
U.S.C. 264-272) and/or the Food, Drug,
and Cosmetic Act (21 U.S.C. 301 et seq.).

(8) Blood, blood plasma, and blood
components collected for the purpose
of blood transfusion or the preparation
of blood products and sent for testing
as part of the collection process, except
where the person collecting the blood
has reason to believe it contains an in-
fectious substance, in which case the
test sample must be shipped as a Cat-
egory A or Category B infectious sub-
stance in accordance with §173.196 or
§173.199, as appropriate.

(9) Dried blood spots or specimens for
fecal occult blood detection placed on
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absorbent filter paper or other mate-
rial.

(10) A Division 6.2 material, other
than a Category A infectious sub-
stance, contained in a patient sample
being transported for research, diag-
nosis, investigational activities, or dis-
ease treatment or prevention, or a bio-
logical product, when such materials
are transported by a private or con-
tract carrier in a motor vehicle used
exclusively to transport such mate-
rials. Medical or clinical equipment
and laboratory products may be trans-
ported aboard the same vehicle pro-
vided they are properly packaged and
secured against exposure or contamina-
tion. If the human or animal sample or
biological product meets the definition
of regulated medical waste in para-
graph (a)(b) of this section, it must be
offered for transportation and trans-
ported in conformance with the appro-
priate requirements for regulated med-
ical waste.

(11) A human or animal sample (in-
cluding, but not limited to, secreta, ex-
creta, blood and its components, tissue
and tissue fluids, and body parts) being
transported for routine testing not re-
lated to the diagnosis of an infectious
disease, such as for drug/alcohol test-
ing, cholesterol testing, blood glucose
level testing, prostate specific anti-
body testing, testing to monitor kid-
ney or liver function, or pregnancy
testing, or for tests for diagnosis of
non-infectious diseases, such as cancer
biopsies, and for which there is a low
probability the sample is infectious.

(12) Laundry and medical equipment
and used health care products, as fol-
lows:

(i) Laundry or medical equipment
conforming to the regulations of the
Occupational Safety and Health Ad-
ministration of the Department of
Labor in 29 CFR 1910.1030. This excep-
tion includes medical equipment in-
tended for use, cleaning, or refurbish-
ment, such as reusable surgical equip-
ment, or equipment used for testing
where the components within which
the equipment is contained essentially
function as packaging. This exception
does not apply to medical equipment
being transported for disposal.

(i) Used health care products not
conforming to the requirements in 29
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CFR 1910.1030 and being returned to the
manufacturer or the manufacturer’s
designee are excepted from the require-
ments of this subchapter when offered
for transportation or transported in ac-
cordance with this paragraph (b)(12).
For purposes of this paragraph, a
health care product is used when it has
been removed from its original pack-
aging. Used health care products con-
taminated with or suspected of con-
tamination with a Category A infec-
tious substance may not be transported
under the provisions of this paragraph.

(A) Each used health care product
must be drained of free liquid to the ex-
tent practicable and placed in a water-
tight primary container designed and
constructed to assure that it remains
intact under conditions normally inci-
dent to transportation. For a used
health care product capable of cutting
or penetrating skin or packaging mate-
rial, the primary container must be ca-
pable of retaining the product without
puncture of the packaging under nor-
mal conditions of transport. Each pri-
mary container must be marked with a
BIOHAZARD marking conforming to 29
CFR 1910.1030(g)(1)(1).

(B) Each primary container must be
placed inside a watertight secondary
container designed and constructed to
assure that it remains intact under
conditions normally incident to trans-
portation. The secondary container
must be marked with a BIOHAZARD
marking conforming to 29 CFR
1910.1030(g)(1)(1).

(C) The secondary container must be
placed inside an outer packaging with
sufficient cushioning material to pre-
vent shifting between the secondary
container and the outer packaging. An
itemized list of the contents of the pri-
mary container and information con-
cerning possible contamination with a
Division 6.2 material, including its pos-
sible location on the product, must be
placed between the secondary con-
tainer and the outside packaging.

(D) Each person who offers or trans-
ports a used health care product under
the provisions of this paragraph must
know about the requirements of this
paragraph.

(13) Any waste or recyclable mate-
rial, other than regulated medical
waste, including—
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(i) Household waste as defined in
§171.8, when transported in accordance
with applicable state, local, or tribal
requirements.

(ii) Sanitary waste or sewage;

(iii) Sewage sludge or compost;

(iv) Animal waste generated in ani-
mal husbandry or food production; or

(v) Medical waste generated from
households and transported in accord-
ance with applicable state, local, or
tribal requirements.

(14) Corpses, remains, and anatomical
parts intended for interment, crema-
tion, or medical research at a college,
hospital, or laboratory.

(15) Forensic material transported on
behalf of a U.S. Government, state,
local or Indian tribal government agen-
cy, except that—

(i) Forensic material known or sus-
pected to contain a Category B infec-
tious substance must be shipped in a
packaging conforming to the provi-
sions of §173.24.

(ii) Forensic material known or sus-
pected to contain a Category A infec-
tious substance or an infectious sub-
stance listed as a select agent in 42
CFR part 73 must be transported in
packaging capable of meeting the test
standards in §178.609 of this subchapter.
The secondary packaging must be
marked with a BIOHAZARD symbol
conforming to specifications in 29 CFR
1910.1030(g)(1)(i1). An itemized list of
contents must be enclosed between the
secondary packaging and the outer
packaging.

(16) A raw agricultural commodity as
defined in the Federal Food, Drug, and
Cosmetics Act (21 U.S.C. 301 et seq.).

(c) Exceptions for regulated medical
waste. The following provisions apply
to the transportation of regulated med-
ical waste:

(1) A regulated medical waste trans-
ported by a private or contract carrier
is excepted from—

(i) The requirement for an “INFEC-
TIOUS SUBSTANCE” label if the outer
packaging is marked with a ‘BIO-
HAZARD” marking in accordance with
29 CFR 1910.1030; and

(ii) The specific packaging require-
ments of §173.197, if packaged in a rigid
non-bulk packaging conforming to the
general packaging requirements of
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§§173.24 and 173.24a and packaging re-
quirements specified in 29 CFR
1910.1030, provided the material does
not include a waste concentrated stock
culture of an infectious substance.
Sharps containers must be securely
closed to prevent leaks or punctures.

(2) The following materials may be
offered for transportation and trans-
ported as a regulated medical waste
when packaged in a rigid non-bulk
packaging conforming to the general
packaging requirements of §§173.24 and
173.24a and packaging requirements
specified in 29 CFR 1910.1030 and trans-
ported by a private or contract carrier
in a vehicle used exclusively to trans-
port regulated medical waste:

(i) Waste stock or culture of a Cat-
egory B infectious substance;

(ii) Plant and animal waste regulated
by the Animal and Plant Health In-
spection Service (APHIS);

(iii) Waste pharmaceutical materials;

(iv) Laboratory and recyclable
wastes;

(v) Infectious substances that have
been treated to eliminate or neutralize
pathogens;

(vi) Forensic materials being trans-
ported for final destruction;

(vii) Rejected or recalled health care
products;

(viii) Documents intended for de-
struction in accordance with the
Health Insurance Portability and Ac-
countability Act of 1996 (HIPAA) re-
quirements;

(ix) Medical or clinical equipment
and laboratory products provided they
are properly packaged and secured
against exposure or contamination; or

(x) Sharps in sharp containers pro-
vided the containers are securely
closed to prevent leaks or punctures;
do not exceed 18 gallons capacity; reg-
istered under the Medical Device Regu-
lations of FDA; made of puncture re-
sistant plastic that meets ASTM
Standard F2132-01, Standard Specifica-
tion for Puncture Resistance of Mate-
rials Used in Containers for Discarded
Medical Needles and Other Sharps; and
are securely fitted into wheeled racks
that hold them in an upright position.
The wheeled racks must contain full
rows of sharps containers secured in
place by a moveable bar; and must be
securely held in place on the motor ve-
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hicle by straps or load bars during
transportation. No shelf in any wheeled
rack may exceed the manufacturer’s
recommended load capacity.

(d) If an item listed in paragraph (b)
or (c¢) of this section meets the defini-
tion of another hazard class or if it is
a hazardous substance, hazardous
waste, or marine pollutant, it must be
offered for transportation and trans-
ported in accordance with applicable
requirements of this subchapter.

(e) Transitional provisions. The au-
thorization for continued use of the
criteria for packing group assignments
in effect on December 31, 2006 ended on
January 1, 2012.

[67 FR 53138, Aug. 14, 2002, as amended at 68
FR 57632, Oct. 6, 2003; 70 FR 56098, Sept. 23,
2005; 71 FR 32258, June 2, 2006; 71 FR 78631,
Dec. 29, 2006; 72 FR 55692, Oct. 1, 2007; 73 FR
4718, Jan. 28, 2008; 74 FR 2257, Jan. 14, 2009; 76
FR 43530, July 20, 2011; 77 FR 60942, Oct. 5,
2012; 78 FR 15327, Mar. 11, 2013; 85 FR 27880,
May 11, 2020; 85 FR 83397, Dec. 21, 2020]

§173.136 Class 8—Definitions.

(a) For the purpose of this sub-
chapter, ‘“‘corrosive material’”’ (Class 8)
means a liquid or solid that causes ir-
reversible damage to human skin at
the site of contact within a specified
period of time. A liquid, or a solid
which may become liquid during trans-
portation, that has a severe corrosion
rate on steel or aluminum based on the
criteria in §173.137(c)(2) is also a corro-
sive material. Whenever practical, in
vitro test methods authorized in
§173.137 of this part or historical data
authorized in paragraph (c) of this sec-
tion should be wused to determine
whether a material is corrosive.

(b) If human experience or other data
indicate that the hazard of a material
is greater or less than indicated by the
results of the tests specified in para-
graph (a) of this section, PHMSA may
revise its classification or make the de-
termination that the material is not
subject to the requirements of this sub-
chapter.

(c) Skin corrosion test data produced
no later than September 30, 1995, using
the procedures of part 173, appendix A,
in effect on September 30, 1995 (see 49
CFR part 173, appendix A, revised as of
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