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1. CHEMICAL PRODUCT AND COMPANY IDENTIFICATION

BRISTOL-MYERS SQUIBB WORLDWIDE MEDICINES GROUP December 7, 2000
P.0. BOX 191

NEW BRUNSWICK, NJ 08903

(732) 519-3683

Product Identification BiCNU for IV Infusion
Chemical Name (active ingredient): 1,2-bis(2-chloroethyl)-1-nitrosourea

Svnonym: BCNU, Carmustine

How Supplied: BiCNU is packaged as two vials. Each package includes a vial
containing 100 mg carmustine and a vial containing 3 ml ethyl alcohol as a
diluent.

Product Use: Cytotoxic antineoplastic agent

Chemical Family: Nitrosourea

Molecular Formula: C5H9C12N3 CAS NUMBER: 1564-93-8

EMERGENCY CONTACTS

Transportation: CHEMTREC (800)426-9300. For all international transportation
emergencies call Chemtrec at (703) 527-3887, collect call accepted.

EMERGENCY OVERVIEW: Carmustine is a light vellow to white powder or a waxy
congealed appearing substance (if an oily liquid, see package insert).
Carmustine is a cytotoxic agent used in the treatment of certain neoplastic
diseases. Highly toxic after oral exposure. Mutagen. Probable human
carcinogen. It may adversely affect the fetus.

Ethyl alcohol is a clear, colorless volatile liquid. Flammable. Irritant.

2. COMPOSITION/INFORMATION ON INGREDIENTS

COMPONENTS HAZARDOUS CONCENTRATION CAS EXPOSURE
(Y/N) (wt %) NUMBER GUIDELINE
1l vial of carmustine Y 100 156-93-8 none
established
1 vial of ethyl alcohol Y 100 66-17-5 1000 ppm
(1)(2)

1 OSHA PEL = Occupational Safety and Health Administration - Permissible
Exposure Limit

2 ACGIH TLV = American Conference of Governmental Industrial Hygienist -
Threshold Limit Value

3. HEALTH HAZARDS IDENTIFICATION
EFFECTS OF OVEREXPOSURE

Routes of Entry:

1. Inhalation: If carmustine becomes airborne there is potential for
inhalation. The extent of systemic absorption of carmustine is not known. If
vials containing ethyl alcohol break or spill, vapors may be inhaled. Ethyl
alcohol may be well absorbed after inhalation.
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HEALTH HAZARDS IDENTIFICATION (CONTINUED)

2. Skin contact: Exposure may occur via skin contact if vials break or spill
and if gloves and protective clothing are not worn. Carmustine and ethyl
alcohol may be absorbed through the skin, although the extent of systemic
absorption is not known.

3. Ingestion: Ingestion of large quantities of this material in an
occupational setting would not be expected to occur. Ingestion of trace
amounts of the material might occur if material contacts the hands and hands
are not washed prior to eating drinking or smoking. The extent of systemic
absorption of carmustine after ingestion is not known. Ethyl alcohol may be
well absorbed after ingestion.

Acute:

Ingestion: Carmustine was highly toxic in experimental animals following
acute ingestion. Ethyl alcohol 1s a central nervous system depressant.
Ingestion of large amounts may cause nausea, vomiting, confusion, loss of
motor nerve control, shallow respiration, drowsiness, and possibly coma.

Inhalation: There 1is no information concerning the potential for
carmustine to produce symptoms after inhalation. Most dusts may cause
mechanical irritation (sneezing, tearing of the eves) after high exposure.
Acute inhalation of ethyl alcohol at ambient concentrations ranging from
1,000-10,000 ppm has caused temporary irritation of the upper respiratory
tract and coughing and, if exposure is prolonged, central nervous system
depression.

Skin Contact:

a. Toxic: There is no information concerning the potential of carmustine to
produce symptoms after skin contact. Skin contact with small amounts of ethyl
alcohol is not expected to produce systemic symptonms.

b. Irritation: Carmustine may cause a brown skin discoloration and burning
sensation. Ethyl alcohol is a skin irritant, and direct contact may cause
mild redness and burning.

c. Sensitization: Carmustine has been used in some topical formulations and
hypersensitivity has been reported fecllowing daily topical use. Ethyl alcohol
has occasionally been reported to produce contact dermatitis in some
individuals.

Eye Contact: Carmustine should be handled as a potential eye irritant. It may
cause conjunctivitis. Ethyl alcohol 1s an eye irritant. Vapors of ethyl
alcohol at concentrations of 1,000-10,000 ppm may cause temporary eye
irritation, with 15,000 ppm causing lacrimation. Direct contact with ethyl
alcohol liquid may cause immediate burning and stinging.

Other: Carmustine, a cyvtotoxic agent, is reconstituted with ethyl alcohol
and sterile water. It is generally intended for intravenous injection under
the supervision of physicians experienced in cancer chemotherapy. Acute
systemic exposure to BiCNU may produce delaved hematologic toxicity, nausea
and vomiting, and ocular toxicity.

Chronic: Dose-dependent adverse effects associated with repeated, systemic
exposure to BiCNU at therapeutic doses may include delayed hematologic
toxicity, nausea and vomiting, pulmonary toxicity, mild and reversible
hepatotoxicity, renal damage, and ocular toxicity. Although the carcinogenic
potential has not been fully studied, acute leukemia and bone marrow dysplasia
have been reported in patients receiving long-term therapy with nitrosurea
derivatives.







