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MATERIAL SAFETY DATA SHEET
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b!:( TK)\ l ~ IDENTIFIC ATI()N ()F PRODUCT AND C'OWI’ANY

Tht.rmn Biologics Corporation l&leplmnc 617-870-7779

76 Rogers Street Hours of Operation  Monday through Friday,

Cambridge, MA 62142-1119 8:30 am, ~ 5:00 pam.

(Eastern Standard Time)

Product name Fowlpox Virus Veclor

l}cscription h:wlpnx virus wuh or w;ihnut inserted forei s %nc( i)
SECTION 2 3- COMPOSITION

}fng:_ aient Amount

Live fowlpox virus of the Avipoxvirus family No Greater than 10'% plu/vial

Note: This product contains phosphate buffer, saline, and glycerol at levels considered
normal For pharmacentical formulations.  Traces of vesidual contaminants (such as
egy albumin, nucleic acids. fetal bovine serum components from the viral
manufacmring process) may be present. The contaminants are controlled to the level
ru.[uircd for Investigational New Drugs.

SE(. Il(}N —~HAZARDS !DE\ITIFE(. ATION

Gencr.ll Fowlpox virus i classified us a Biosafety Level 1
orgarism, It can infect but does not replicate in
humans. 1t has been vsed tn numerous clinical
studics 1o mweat cancer patients, The parenial
fowlpoyx virus was derived fram an avian vaceine
for the prevention of pox wirus infection in
chickens. Fowlpox virus is infuctious for birds.

Fye effects None knows,
Skin effects None known.
Inhalation effects MNone known,
Ingestion eftects None known.

Other potentia] health effects  None known,

Route n!‘ entry Aceidental injcction
%F("l I()\‘ 4- I*iRSI AH) NlRA‘s!lR[Lb
SI-.m In case of contacl, siun should bb cleaned wﬂh iy

stundard hand-washing detergent.

Eyes In the case of contact, flush eyes with walter for 15
minutes and seek medical advice,
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Inhalation None. Estimute dose of exposure and seek medical
advice.

Ingestion None, Estimate dose of cxposure and seek medical
advice.

.SF( TIOV ﬂRF Fl( HTING MhA‘SURES

( .cnemi im}:.ll‘d This product is a nonﬂammahh, :1(]11U.’)Uh solution and

will not support comhusnon.

SELTIO’\I 6 A(. LKDENT Al RELEASE MEASURES

G‘mcml Roeview sections 3, § and 11 buforc procuuhng with
clean up

Accidentnl Release Contain the source of the spill or leak. Use absorbent
material to absorb liguid frem  contaminated
surface.  Dispose  of absorbent malerials  in
bioharard bags, roview section 13 Clean
contarninated  surface  with  delergent  based
cleaners or 10% Clorox. Dispose of cleaning
materialy in hichazard bags. Individuals mvolved
in clean up should wear protective clothing
including ploves, eye protection and laboratory

coat.
SF( TTO\I 7 - EI AVDIJV(: AND "ST()RABE.
General hamdlmg Ascptic Imdzm__, ol vaceine i;om t:cﬂcd vaccine vials

into appropriate syringes can be purformied in
standard chnical facilitics,

Storage conditions Vaceinge should be stared at -70°C or widu‘
SECTION S - K CXPOSURE C O\ITROLS/PERSUNAI PROT E (‘TION
lf dCillﬂu Handling of qcalcci vaceine visls and loading of

syringes for administration of vaccine by injection
may be conducted in standard clinieal facilities.

Respiratory protection None reguired

Eye protection Eye protection is recommended durmy hundling (o
prevent accidental contact.

SKin profection No special protective clothing 15 required. Standard
laboratory or clinical smock is recommended.

Hand protection Vaceine should be handled using impervious gloves to
prevent accidental skin exposure
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SECTION 9 - PHVSICAL AND CHEMICAL PROPERTIES

FISHER NCI-CR + PHB
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Physical form

Color

Frozen

Cloudy white 10 gray

SECTION 10 - STABILITY AND REACTIVITY

Renctivity

Conditions te avoid

Stability

Hazardous decomposition
products

Fowlpox viruses are noh-reactive with bonliving
materiaks,

Avoid dilution of vaceine with materials other than
those noted in the chimical protocol. Unapproved
dilnents may result in significant loss of tirer.

Do nol store at room temperiture.

Avoid storage of undiluted vaccine at 2°C - 8°C for
longer than 4 days,

Stable at -70°C or colder. Ongoing stability studies
will be condueted.

None known

SECTION 11 - TOXICOLOGY INFORMATION

Toxicology semmary

Murine Neurovirulence
Murine Multiple Dose Studies
Nonhuman Primate Safety

Studics
Clinical Studies

Reproductive Studies

Fowlpox viruses are not neurovirulent m standurd
murine neuravirukenee nssays

Studies in mice with fowlpox viruses have not resulted
in significant adverse ellects

Studies wilh rhesus monkeys have not resulted in
signilicant adverse clicels.

Over 200 humans have been vaceinaied with
Therion’s fowlpox viruses by either intradermal,
subcutancous, intramuscular, of iNtravenois

. L[+ I
routes. Intravenous doses up to 6 x 107 virus
plaque forning units have heen administered. No
serious systenne adverse events have been
observed,

No reproductive studies have been performed.

SECTION 12 « ECOLOGICAL INFORMATION

nvironmental overview

This matertal is considered to be a hiohazard and as
such release Lo the environment should be avoided.
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SECTION 13 — DISPOSAL INFORMATION

Disposul procedure Observe all Tocu) and federal regulations regarding
disposal of hazardous biological waste, Store
materials in appropriate biohavard containers prior
to disposal.

SECTION 14 - TRANSPORTATION INFORMATION

General shipping instructions  Fowlpox virus must be shipped according to all statc
and federal regulations as a biological product for
investigational psc,

SECTION 15- OTHER

Date prepared May 26, 2004
Prepared by Therion Biologics Corporation

Although the information, opinions and recommendations contained in this Material
Safcty Data Sheet are compifed from sources believed to be roliable. Therion accepts
ro responsibility for the accuracy, sufficiency, or relinhility for any loss or injury
resulting from the use of the information. Newly discovered hazards are frequent and
this information may not be completely up 10 date.
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