Acambis Inc.

Rev. 24 March 2008

Deployment Guidance

ACAM2000™ Smallpox (Vaccinia) Vaccine, Live

Please note: information on current deployment requirements and practices for Dryvax® still
pending from CDC.

Information contained in this guidance will also be available through Acambis, in the event that
questions, concerns, or product complaints are received from any source.

1. Current deployment SOP - differences between ACAM2000 and Dryvax

e The bifurcated needles used for the Dryvax and ACAM2000 are identical in design,
production, delivery, and packaging.

e ACAM2000 bifurcated needles will have an expiration date, Dryvax bifurcated
needles will not have an expiration date.

e One vial of ACAM2000 contains approximately 100 doses.

2. Shipping & Storage Instructions

e Packaging configuration

o}

50 vaccine vials (containers) per box (package)
NOTE: The bromobutyl vial stopper contains no latex material

8 vaccine boxes (packages) per case (carton)
diluent

transfer syringes

bifurcated needles

1 CD per box - CD contains FDA-approved Package Insert (Prescribing
Information) and Medication Guide

e Packaging Profile

o]

See Table 1 Below

DOD
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e Storage and shipping temperatures

Vaccine

o Storage

ACAM2000 Lyophilized

ACAM2000 is to be stored frozen at -25 to -15°C (-13 to 5°F) until
distributed for use. Upon distribution, product may be stored
refrigerated at 2-8°C (36-46°F) for up to 18 months.

ACAM2000 Reconstituted

ACAM2000 is to be stored refrigerated at 2-8°C (36-46°F). Use within
30 days of reconstitution date.

ACAM2000 vaccine may be administered within 6 to 8 hours (i.e. one
clinic day) if kept at room temperature (20-25°C, 68-77°F); it should
then be discarded as a biohazardous material.

The reconstituted vaccine may be returned to refrigerated storage
overnight for future use if it has been exposed to room temperature
conditions for less than 6-8 hours at a time. This cycle can be
repeated for as many times as is practical (so long as it is within 30
days of reconstitution date)

o Shelf Life (Expiration Dating)

ACAM2000 currently has a 6 year (72 month) shelf life from the date
of manufacture. Stability studies will continue for the purpose of
extending the shelf life, but this is not guaranteed. Do not use after
the expiration date. This includes whether or not the 18 month
refrigerated storage window or the 30 day reconstituted storage
window have concluded.

o Shipping

Upon removal of the vial boxes from long term storage the SNS will
include 18 month expiry labeling and will provide extra labels for
DOD'’s use. Frozen ACAM2000 is to be packaged with gel packs in an
insulated container and will thaw during shipment at 2-8°C (36-46°F).
Product may be stored at this temperature for up to 18 months.

DO NOT ship on dry ice
DO NOT store below -40°C (-40°F)

o Thaw Times for ACAM2000 Vaccine (Box of 50 Vials)

Thaw time from frozen temperature, -25 to -15°C (-13 to 5°F), to
refrigerated temperature, 2-8°C (36-46°F), is 15-30 minutes.

Thaw time from refrigerated temperature, 2-8°C (36-46°F), to ambient
temperature 23-27°C (73-81°F), is approximately 4 hours.

DOD
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e Temperature excursion data

o Un-reconstituted ACAM2000 should not be exposed to room temperature
conditions (23-27°C or 73-81°F), for more than 48 hours when shipped from
the SNS at 2-8°C.

o For the Vaccine and the Diluent, Stability, Potency, and Chemical Integrity of
the component mixtures appear to be unaffected by short duration storage
and/or temperature fluctuations or excursions in the range from -20°C to
+8°C.

Diluent

o Storage

= Diluent for ACAM2000 should be stored at room temperature (15-
30°C, 59-86°F)

o Shelf Life (Expiration Dating)
= 60 months (5 years)
o Shipping
= 2-30°C (36-86°F)
= DO NOT ship ondry ice

DOD
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3. List and Pictures of components

e Vaccine vial

DOD
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e Diluent vial

DOD
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e Transfer syringe

DOD
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e Bifurcated Needle

DOD
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Bifurcated Needle (continued)

DOD
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4. Pictures/Proofs of FDA-approved ACAM2000 Vaccine Labels
e Vaccine Container (Vial)

Label Artwork (Not to Scale)
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Label Text

STRATEGIC NATIONAL STOCKPILE USE ONLY

ACAM2000™, Smallpox (Vaccinia) Vaccine, Live

‘Rx Only’ For percutaneous inoculation with Bifurcated Needle only. Do not administer by injection.
Contains trace amounts of antibiotics.

" Fill volurrier 0.3 mL /100 doses. Lot No.
Approximate Dose: 2.5pL Mfg. Date:
Potency: 1-5x10° PFU/mL Recon Date:

LSP-007-03

Store at 2-8°C (36-46°F). Use within 30 days of reconstitution.
Acambis Inc., Cambridge, MA 02139, Lic. No. 1733

[Bar Code] 2499233001 [note bar code with NDC code printed vertically on the left side of this labell

DOD
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e Vaccine Package (Box)
Label Artwork (Not to Scale)

T o IR AT

ETRATEGIC NATIONAL STOCKPILE USE ONLY

ACTAMZ000™, Smallpox (Vaccinia) Vaccing, Live

Hx O

Far perlgumﬂs Inocutalion with. Bifmataﬂ Nl unl)! o not adminlster by gm v
L Fe Vancinia vings derkee: ram ohor B"! Laboralories, NYCBH :3
and Qrowni i vara cele PO Ul pras $ an-:l Lt Intoiriation, s2e ACSMAD
Package Irest. Conilairs I amamia antibiofics (ecmyan aridl Polyryan By,

A Qaxlication Guide Tor ACAMZDOD™ j2 mvalsbi In slecimonic mmlai and i to be
provided ta sach pokanilal vacdnas.

ﬂppmnmha toeer: 25 pl Puksnay: 1-Ex158 PRUMIL. L g

Lot N © Exgraion Daks: _
slore ot 25 lo 150 (13 w,*, Ll datributed for yea,  Upon distrbulion, product:.
mey l:sa mtomed at 287 ij ip i 18 menth. Do not (ee after & Aaion

recaneditulion gt o
Acambis I, Cambiicgs, MAGSIZS, L No. 1744

Canlsnts: B0 Viak; 0.8 ml“ﬁ?. ;;_q,;é&'mai “lll"““llll'

l\_ A BEREIN02

dala, Blore mmu mmm 0 {EAAETF). Las wihil 30 days

Label Text

STRATEGIC NATIONAL STOCKPILE USE ONLY
ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
‘Rx Only’
For percutaneous inoculation with Bifurcated Needle only. Do riot administer by injection.
Live Vaccinia virus derived from cloning Dryvax® (Wyeth Laboratories, NYCBH Strain) and grown in

Vero cells. For full prescribing and product information, see ACAM2000™ Package Insert. Contains
trace amounts of antibiotics (Neomycin and Polymyxin B).

A Medication Guide for ACAM2000™ is avzilable in électroric format, and is to be provided to each
potential vaccinee.

Approximate dose: 2.5 uL Potency: 1-5x10° PFU/mL
Lot No. Expiration Date:

Store at -25 to -15°C (-13 to 5°F) until distributed for use. Upon distribution, product may be stored at
2-8°C (36-46°F) for up to 18 menths. Do not use after expiration date. Store reconstituted vaccine at
2-8°C (36-46°F). Use within 30 days of reconstitution date.

Acambis Inc., Cambridge, MA 02139, Lic. No. 1733
LSP-089-01
Contents: 50 Viais; 0.3 mL/100 doses/vial Bar Code
2499233002

DOD
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e Vaccine Package (Box) Over Label
In the event of an extension of the vaccine expiry date, the following will be used to

relabel the vaccine box at the SNS (vials will not be relabeled in order to avoid risk of
product loss).

Label Artwork (Not to ch_l

[ STRATEGIC NATIONAL STOCKPILE USE ONLY A

ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
lR .
Fa:r mms Incculation with Bifurcated Needle only. Do bt administer by injection.

Live Vaccinle virus derived from cloning Bryvax® {(Wyeth Laboratories, NYCBH Strain)
and grown in Werc cells. For ful preseribing and product information, mACAMQOOﬁ"“
Package Insert. Contains frace amounts of antibiotics (Neomycin and Polymyxin 8).

A Medication Guide for ACAMZ000™ is available in electionit format, and Is 1o be
provided to each potential vaccinea,

Approximate dose: 2.5 L. Potency: 16x108 PRUIML
Lot No, )

i
H

Store at ~25 to -t5°C {13 to 5'F) uniil disiribited for use. Upon distrlbution, product
may be stored at 2-8°C (36-46'F) foriip to 18 months, Do not use after expiration
date. Store reconstiited vaccine at 2-8°C (36-46"F). Use within 30 days of
reconstitution deate.

Acambis Inc., Cambridge, MA 02138, Lic: Mo, 1738

LEP-[He-112
| Contents: 50 vials; 03 mutoo cosestviel I[NNI
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Label Text

STRATEGIC NATIONAL STOCKPILE USE ONLY
ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
‘Rx Only’
For percutaneous inoculation with Bifurcated Needle only. Do not admihister by injection.
Live Vaccinia virus derived from cloning Dryvax® (Wyeth Leboratones NYG&H Strain) and grown in

trace amounts of antibiotics (Neomycin and Polymyxin B)

A Medication Guide for ACAM2000™ s available In electronic format, and Is to be provided to each
potential vaccinee.

Approximate dose: 2.5 uL Potengcy: 1-5x10° PFU/mL
Lot No. Expiration Dafe:

Store at -25 to -15°C (-13 to 5°F) until distributed for use. Upon distribution, product may be stored at
2-8°C (36-46°F) for up to 18 months. Dt not use after expiration date. Store reconstituted vaccine at
2-8°C (36-46°F). Use within 30 days of reconstitition date.

Acambis Inc., Cambridge, MA 02139, Lic. No. 1733
LSP-066-02
Contents: 50 Vials; 0.3 mlL/100 doses/vial Bar Code
2499233002

DOD
12
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e Vaccine Carton (Case)
Label Artwork (Not to Scale)

STRATEGIC NATIONAL STOCKPILE USE ONLY
AC AM2000™, Smallpox (Vaccinia) Vaccine, Live

Rx Only’

For pércutanadiss inoculation with Bitircated Neédle only. Do not administer by ifjection. Live Vacdinia virss
garived fram:gloping. Dryvax® (Wyath I.aboratunas. NYCBH Sirain) and grown in Verd cells, Far full
prasenbing and product information, see: ACAM2000™ Package insert.

Contains trage amounts of antibiotics (Neomydin and Polgmyxdn: By .

AMaedicaion Guide ";'ﬁr:@AHEDUQT’Eis":i'\?"ﬁi1'51_)5nifi:ﬂ‘ﬁ'fdcti‘fiiiﬁ"fdﬁﬁﬁﬁ*ﬁ;ﬁﬁ' o Bl sk e
provided 1o each potential vaccinas.

Approximate dose: 2,5 il Potencyi-8x10° PFLmL

Lot Mo Expiration Bate:

Store at -85 o -16%C {-18.1c B*F) until dlshibuted fior use. Upon distribution, produst may
b storad at 2-8°C (R8YEF) for upito 18 t:donths, Do not use aftsr exptrafim date, Stare
reconstituted vaccine af 2-8°C 36-46°F). Use within 30 days of reconstitition date.

Acambis Ina.. . Cambridge, A 02489, Lic. No. 1733
Conterits: 8 Boxes of 50°Vials; 0.8 /100 dosesiial LSP-085.00

...

Label Text

STRATEGIC NATIONAL STOCKPILE YISE ONLY
ACAM2000™, Smallpox {(Vaccinia) Vaccine, Live
‘Rx Only’

For percutaneous inoculation with Bifurcated Needle only. Do not administer by injection. Live Vaccinia
virus derived from cloning Dryvax® (Wyeth Laboratories, NYCBH Strain).and grown in Vero cells. For
full prescribing and product information, see ACAM2000™ Package Insert.

Contains trace amounts of antibiotics (Neomycin and Polymyxin B},

A Medication Guide for ACAM2000™ is available in électronic format, and is to be provided to each
potential vaccinee.

Approximate dose: 2.5 pL Potency: 4-5x10° PEU/mL
Lot No. Expiration Date:

Store at -25 to -15°C (13 to 5°F) until distributed for use. Upon distribution, product may be stored at
2-8°C (36-46°F) for up to 18 months. Do not use after expiration date. Store reconstituted vaccine at
2-8°C (36-46°F). Use within 30 days of reconstitution date.

Acambis Inc., Cambridge, MA 02139, Lic. No. 1733
LSP-065-02
Contents: 8 Baxes of 50 Vials; 0.3 mL/100 doseslvial Bar Code
2499233003

DOD
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5. Pictures/Proofs of FDA-approved ACAM2000 Diluent Labels
e Diluent Container (Vial)

Label Artwork (Not to Scale)

STRATEGIC NATIONAL STGGKFILIE USE ONLY

Diluent for ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
50% (v/v) Glycerin USP 0.25% {v/v} Phenol USP in Water for Injection USP
For vaccine reconstitution — do not administer by injection

Store at 15-30°C {59-86°F)

_Fan Veiuma 8 ﬁmL - Traﬁsfer D 3 mi. te- xfaccme w&i

Acambis Inc., Cambridge, MA 02138

LSP-047-03

S

Label Text

STRATEGIC NATIONAL STOCKPILE USE ONLY

Diluent for ACAM2000™, Smallpox (Vaccinia) Vaccine, Live

50% (viv) Glycerin USP 0.25% (v/v) Phenol USP in Water for Injection usp

For vaccine reconstitution - do not administer by injection

Fill Volume: 0.6mL - Transfer 0.3 mL to vaccine vial

Lot No. Mfg. Date: Store at:15-30°C (59-86°F)

Acambis Inc., Cambridge, MA 02139 : LSP-047-03 Bar Code
2499234001

DOD
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e Diluent Package (Box)
Label Artwork (Not to Scale)

| STRATEGIC NATIONAL STOCKPILE USE ORLY

| Diluent for ACAM2000™, Smallpox (Vaccinia) Vaceine, Live

| 50% (vAv) Glyesrin USP 0.25% {v/v) Phenol USP in Water for Injection USP
For vaccine reconstitution. Do not administer by injection.

Lot No.

| Expiration Date:

| Store at 15-30°C (59-86°F)

Acambis Inc., Cambridge, MA 02138 LSP-090-011

ARTARN A

2458234002

Label Text
STRATEGIC NATIONAL STOCKPILE USE ONLY

Diluent for ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
50% (v/v) Glycerin USP 0.25% (v/v) Phenol USP in Water for Injection: USP
For vaccine reconstitution. Do not administer by injection.

Lot No.

Expiration Date:

Store at 15 - 30°C (59 - 86°F)
Acambis Inc., Cambridge, MA 02139

LSP-090-01

Contents: 50 Vials [Bar Code]
2499234002

DOD
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e Diluent Package (Box) Over Label
In the event of an extension of the diluent expiry date, the following will be used to
relabel the diluent box at the SNS (vials will not be relabeled in order to avoid risk of
product loss).

Label Artwork (Not to Scale)
e e SO P e

,{? ‘2\.
STRATEGIC NATIONAL STOCKPILE UBSE ONLY
- Diluent for ACAM2000™, Smallpox (Vacoinia) Vaccine, Live
50% {v/v) Glycerin USP 0.25% (viv) Phenol LJSP in Water for Injeétion USP
' For vaccine reconstitution. Do not administer by injection.
a Lot No.
Expiration Date: :
| Store 8t 15-30°C
. (69-86°F)
! Acambis inc., Cambridge, MA 02138
L.SP-067-02

e e ITImARin
% 2499234002 J

Label Text
STRATEGIC NATIONAL STOCKPILE USE ONLY

Diluent for ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
50% (v/v) Glycerin USP 0.25% (v/v) Phenol USP in Water for Injection USP
For vaccine reconstitution. Do not administer by injection..

Lot No.
Expiration Date:

Store at 15 - 30°C (59 - 86°F)

Acambis Inc., Cambridge, MA 02139
LSP-067-02
Contents: 50 Vials [Bar Code]
2499234002

DOD
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e Diluent Carton (Case)
Label Artwork (Not to Scale)

STRATEGIC NATIONAL STOCKPILE USE ONLY
Diluent for ACAM2000™, Smalipox (Vaccinia) Vacgine, Live

50% (v/v) Glycerin USP 0.25% (v/v) Phenol USP in Water for Injection LSP
For vaccine recenstitution. Do not administer by injection.

Lot Mo.
Expiration Date:

Store at 15-30°C {59-86°F)

Acambis Inc., Cambridge, MA 02138
ESP-068-02

Gontents: § Boves of 50 Vil R

288734093

Label Text
STRATEGIC NATIONAL STOCKPILE USE ONLY

Diluent for ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
50% (v/v) Glycerin USP 0.25% (v/v) Phenol USP in Waterfor Injection USP
For vaccine reconstitution. Do not administer by injection.

Lot No.
Expiration Date:

Store at 15 - 30°C (59 - 86°F)

Acambis Inc., Cambridge, MA 02139
LSP-068-02
Contents: 8 Boxes 0f:50. Vials : [Bar Code]
2499234003

DOD
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6. Additional, Miscellaneous Labels on or accompanying product at SNS
e CD Label

blackPMS320

ACambIS

Acambis Inc,
Cambridge, MA 02139

ACAM2000™, Smallpox (Vaccinia) Vaccine, Live
Package Insert, Version Number: 8/2007
Medication Guide, Version 1.0, 31 August 2007
LSP-092-00; PN 180-092-00

18
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7. ACAM2000 Package Insert and Medication Guide

e The most current Package Insert and Medication Guide can be found at the
following web pages.

Acambis Inc. Website: http://www.Acambis.com/Acam2000
FDA Website: http://www.fda.gov/cber/products/acam2000.htm

Questions regarding ACAM2000, contact Acambis Inc. at 866-440-9440 (toll free) or 617-866-
4500

DOD
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