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Military Vaccine Agency           23 January 2008 
 
 
MEMORANDUM FOR  SEE DISTRIBUTION 
 
SUBJECT: Implementation Instructions for Transition to ACAM2000™ in the Department of 
Defense Smallpox Vaccination Program 
 
 
1.  References: 
 
    a.  Department of Defense Directive (DODD) 6205.02E, Policy and Program for 
Immunizations to Protect the Health of Service Members and Military Beneficiaries, 19 
September 2006. 

 
    b.  Under Secretary of Defense for Personnel and Readiness, Policy on Administration Issues 
Related to Smallpox Vaccination Program (SVP), 13 December 2002. Available at: 
http://www.smallpox.mil/documents/240SPadminIssuespolicy.pdf  

 
    c.  Assistant Secretary of Defense for Health Affairs, Clinical Policy for the Smallpox 
Vaccination Program (SVP), 26 November 2002.  Available at: 
http://www.smallpox.mil/documents/219SPclinicalpolicy.pdf  
 
    d.  Department of Defense Joint Regulation (Army Regulation 40–562, BUMEDINST 
6230.15A, AFJI 48–110, CG COMDTINST M6230.4F), Immunizations and Chemoprophylaxis, 
29 September 2006. 

 
    e.  Food and Drug Administration (FDA), Center for Biologics Evaluation and Research 
(CBER), ACAM2000™ - Product Approval Information, 4 September 2007.  Available at: 
http://www.fda.gov/cber/approvltr/acam2000083107L.htm  

 
    f.  Food and Drug Administration (FDA), Center for Biologics Evaluation and Research 
(CBER), Package Insert, ACAM2000™ (Smallpox (Vaccinia) Vaccine, Live), Available at: 
http://www.fda.gov/Cber/label/acam2000LB.pdf  

 
    g.  Acambis Inc., Deployment Guidance for ACAM2000™ Smallpox (Vaccinia) Vaccine, Live, 
dated 27 December 2007.  Available at: 
http://www.smallpox.mil/documents/1109ACAM2000DeploymentGuidance.pdf  

 
    h.  Department of Defense, Communication Plan – ACAM2000™ Vaccine Transition, 10 
January 2008.  Available from the Military Vaccine (MILVAX) Agency. 
 
    i.  Department of Defense educational brochure, What You Need To Know About Smallpox 
Vaccine, dated 1 August 2007. Available at: 
http://www.smallpox.mil/documents/1070SVPTrifold.pdf.  
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2.  Purpose.  To provide instructions to Service representatives for the transition of Dryvax® 
smallpox vaccine to ACAM2000™ smallpox vaccine in the Department of Defense Smallpox 
Vaccination Program (SVP). 
  
3.  Summary.  The Department of Defense (DoD) is transitioning from Wyeth’s Dryvax® brand 
of smallpox vaccine to Acambis’ ACAM2000™ brand of smallpox vaccine.  The Food and Drug 
Administration (FDA) approved licensure of ACAM2000™ on 31 August 2007.  Subsequently, 
Wyeth (the manufacture of Dryvax®) announced its plan to withdraw licensure of Dryvax® 
vaccine.  This transition will not affect DoD smallpox vaccination policy.   
 
4.  Timeline:  There are two important dates in the transition process. 
 

a. 29 February 2008:  This is the date that DoD clinics should quarantine all Dryvax® 
smallpox vaccine and continue their smallpox vaccination programs with ACAM2000™ 
vaccine.   

 
b. 31 March 2008.  This is the suspense date for all DoD Dryvax® smallpox vaccine to be 

destroyed.  During the month of March, destruction paperwork must be forwarded to the 
United States Army Medical Materiel Agency’s Distribution Operations Center 
(USAMMA-DOC).  Instruction can be found at www.usamma.army.mil.  

 
5.  Smallpox Vaccination Program (SVP) Policy:  The DoD policy for the Smallpox 
Vaccination Program (SVP) remains the same.  This transition to a new vaccine does not 
change the population being vaccinated or the previous requirements of the SVP. 
 
6.  Clinical Requirements:  ACAM2000™ is administered similar to the Dryvax® vaccine by 
percutaneous route (scarification) using a bifurcated needle.  Like the Dryvax® vaccine, 
ACAM2000™ should not be injected by the intradermal, subcutaneous, intramuscular, or 
intravenous route.  Enclosure 1 provides a chart comparing the two vaccines.  The significant 
three changes are: 
 

a. After proper screening, all personnel receiving ACAM2000™ (primary vaccinees and re-
vaccinees) will receive 15 jabs with a bifurcated needle.  Personnel handling or 
administering ACAM2000™ should wear gloves and change then between every 
vaccine recipient. 

 
b. The bottle of diluent supplied with the ACAM2000™ vaccine kit contains more liquid than 

is needed to reconstitut the vaccine.  Clinic personnel must make sure to use the correct 
(0.3 mL) amount and prevent over pressurizing the vaccine vial with too much volume.   

 
c. ACAM2000™ contains a small amount of neomycin and polymyxin B.  Individuals 

allergic to these and other vaccine components may be at a higher risk for adverse 
events after vaccination. 

 
7.  Vaccine Safety:  ACAM2000™ was evaluated against Dryvax® smallpox vaccine in six 
prelicensure clinical studies and found to have a comparable side-effect profile.  The most 
common side-effects following vaccination with ACAM2000™ include itching, swollen lymph 
nodes, sore arm, fever, headache, body ache, mild rash and fatigue.  There was no statistical 
difference in the incidence of serious adverse events (e.g. myo/pericarditis) between 
ACAM2000™ and Dryvax®.  The prelicensure analysis of ACAM2000™ provided sufficient data 
for the FDA to approve it for active immunization against smallpox disease. 
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8.  Education Requirements:  Prior to vaccination with ACAM2000™, all vaccinees must 
receive a copy of the FDA approved Medication Guide and the DoD Smallpox Individual 
Information Trifold Brochure.  These are shipped to clinics at no cost in the same quantity as 
ordered vaccine.  Additionally, clinics may request additional copies through MILVAX by phone 
877-GET-VACC or email Vaccines@amedd.army.mil.   The products are also available on-line 
for downloading at www.vaccines.mil/ACAM2000 or www.smallpox.mil.  
 
9.  Vaccine Ordering, Storage, and Handling Procedures. 
 

a. The ordering process will remain the same.  Customers will order ACAM2000™ from the 
USAMMA-DOC.   

 
b.  There are important distinctions between Dryvax® and ACAM2000™ in the areas of 

storage, handling, and reconstitution. 
 

1) All un-reconstituted ACAM2000™ will have an 18-month expiration date.  This date 
is set by when the vaccine is pulled from the national Strategic Stockpile, not by 
individual lot numbers. 

 
2) Un-reconstituted ACAM2000™ vaccine will be distributed and stored at 2-8°C (36-

46°F). 
 

3) Un-reconstituted ACAM2000™ should not be exposed to room temperature 
conditions (23-27°C, 73-81°F) for more than 48 hours. 

 
4) The diluent for ACAM2000™ vaccine can be stored at room temperature (15-30°C, 

59-86 °F) 
 

5) After reconstitution ACAM2000™ may be exposed to room temperature (20-25°C, 
68-77°F) for up to 8 hour (i.e. clinic shift), after which it must be discarded as 
biohazard waste. 

 
6) Once reconstituted, ACAM2000™ should be discarded as biohazardous waste after 

30 days. 
 

c. DoD uses the same FDA approved vaccine that is maintained in the Strategic National 
Stockpile, therefore all DoD stock will have "Strategic National Stockpile Use Only" printed 
on its label.  This vaccine is approved for use in the DoD. 

     
10.  Immunization Record Keeping Procedures.  There is no change to the immunization 
record keeping requirements.  Every vaccination must be entered into a DoD-approved 
electronic immunization tracking system.  
 
11.  POC for this message is LTC Patrick Garman, COM: 703-681-5101 or DSN: 761-5101. 
      
 

     
           Randall G. Anderson 
           Colonel, US Army 
           Director, Military Vaccine Agency 
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Enclosure 1  
DISTRIBUTION: 
 
CBRN Defense Policy, FHP&R, OASD(HA), (ATTN: CAPT Hottenstein)  
Army Immunization Policy POC (ATTN: COL Stanek) 
Navy Immunization Policy POC (ATTN: CAPT Naito) 
Air Force Immunization Policy POC (ATTN: Col Snedecor) 
Marine Corps Immunization Policy POC (ATTN: CDR Feeks) 
Coast Guard Immunization Policy POC (ATTN: CDR Schwartz) 
Joint Staff Immunization Policy POC (ATTN: LTC Silver) 
USAMMA Distribution Operations Center (ATTN: LTC Williams) 
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Enclosure 1 


