PH team below is the official public affairs release on the AVIP program.  Please share with your leadership.
 
SMSgt Reed
 
Theron M. Reed, SMSgt, USAF 
Command Public Health Superintendent 
Office of the ACC Command Surgeon 
Langley AFB, VA 
DSN: 574-1294  email theron.reed@langley.af.mil 
ACC TEAM AEROSPACE 
 
Below is OASD/PA Public Affairs Anthrax Immunization Guidance for your situational awareness and action as appropriate.  Please ensure field PA offices have this information.  Also, AF/XO is sending a message to MAJCOM CVs/DOs/SGs to provide implementation guidance.
 
VR
 
Lt Col Sam, Hudspath
Chief, AF Press Desk
(703) 697-5147 
 
-----------------------------------------------------------------------------------------------------
 
SECDEF WASHINGTON DC//PA-PO// MSG, DTG 241956Z DEC 03
 
UNCLASSIFIED//
 
SUBJECT:  Public Affairs Guidance (PAG) - Anthrax Vaccine Immunization Program (AVIP) Judicial Decision
 
REF:  A.  SECDEF MSG, DTG 282100Z Jun 02, Public Affairs Guidance - resumption of Anthrax Vaccine Immunization Program (AVIP); B.  SECDEF MSG, DTG 282130Z Jun 02, Public Affairs Guidance (continued) - resumption of Anthrax Vaccine Immunization Program (AVIP)
 
1. This message supplements Ref's A and B.
 
2. Public Affairs posture for all aspects of the AVIP is active. Public Affairs Officers are authorized and encouraged to widely distribute information contained herein to both internal and external audiences.
 
3. The Department of Defense briefing transcript is available at http://www.defenselink.mil/transcripts/2003/tr20031223-1062.html.
 
4.  TALKING POINTS:
 
4.a.  The Department will temporarily stop giving anthrax vaccinations until the legal situation is clarified.  The Anthrax Vaccine Immunization Program is not cancelled.
 
4.b.  We have received the recent ruling by the U.S. District Court for the District of Columbia.  The Departments of Defense, Justice, and Health and Human Services are studying the Judge's opinion and considering the next steps to pursue an appropriate resolution.
 
4.c.  Health and safety of our men and women are our top concerns.  Immunizations are but one aspect of ensuring the health and safety of our people.
 
4.d.  Anthrax is deadly.  The threat for certain forces is real.  Vaccination offers a layer of protection, in addition to antibiotics, needed for certain members of the armed forces.
 
4.e.  The anthrax vaccine that DoD uses is safe and effective and has been licensed by the FDA since 1970 without interruption.  
 
4.f.  DoD has always complied and will continue to comply with all FDA and other legal requirements in its use of the anthrax vaccine and all other FDA regulated products. 
 
5.  The following was released by DoD on 23 Dec 03: (QUOTE)  The Department of Defense is currently reviewing a preliminary injunction recently granted by the U.S. District Court for the District of Columbia regarding the department's anthrax vaccination program.
 
The Defense Department's anthrax vaccination program is an important force protection measure. Research conducted by the most prominent medical experts has determined that the anthrax vaccine is safe and effective for all forms of anthrax exposure.
 
The Department will stop giving anthrax vaccinations until the legal situation is clarified.  (END QUOTE)
 
6.  Questions and Answers:
 
Q1.  What's your new anthrax vaccination policy?
A1.  There is no new policy, however, the Department will stop giving anthrax vaccinations until the legal situation is clarified.  To continue protecting troops against the lethal threat of anthrax, DoD hopes this temporary pause or interruption in giving anthrax vaccinations is short.  However, although shots have stopped for now, the Anthrax Vaccine Immunization Program has not been cancelled.
 
Q2.  What was the court ruling regarding anthrax vaccinations? 
A2.  Six anonymous men and women are suing the Secretaries of Defense and Health & Human Services (HHS) and the Commissioner of Food & Drugs in the U.S. District Court for the District of Columbia.  The six allege anthrax vaccine is an investigational new drug (IND) according to Title 10 United States Code section 1107, necessitating informed consent before vaccination. DoD, HHS, and FDA respond that the FDA has determined that because the approved label is nonspecific as to route of exposure to anthrax spores, it includes inhalation exposure; consequently, informed consent is not required.  On December 22, 2003, Judge Emmet G. Sullivan ordered a preliminary injunction. He wrote: "In the absence of a presidential waiver [of informed consent], defendants [DoD, HHS, FDA] are enjoined from inoculating service members without their consent...."
 
Q3.  Does the Department of Defense agree with the ruling?  
A3.  DoD will comply with the law.  DoD hopes a legal remedy will permit resumption of anthrax vaccinations as soon as possible.
 
Q4.  Is DoD considering appeals or requests to the President or other remedies?
A4.  DoD is considering all its options.
 
Q5.  What was the basis of the ruling?
A5.  The District Court ruling questions the legal status of anthrax vaccine when used to protect individuals against inhalational anthrax.  Safety of the vaccine is not the focus of the ruling, and the Food and Drug Administration has found the vaccine to be safe.
 
Q6.  Does DoD experiment on service members or use them as "guinea pigs"?
A6.  Absolutely not.  The purpose of military vaccination programs is to keep our troops healthy and help them return home safe.
 
Q7.  Do you still intend to vaccinate the total force over the long term?
A7.  The Department will stop giving anthrax vaccinations until the legal situation is clarified.  To continue protecting troops against the lethal threat of anthrax, DoD hopes this temporary pause or interruption in giving anthrax vaccinations is short.  However, although shots have stopped for now, the Anthrax Vaccine Immunization Program has not been cancelled.
 
Q8.  When do you expect to take the next step? 
A8.  The Department of Defense is currently reviewing a preliminary injunction recently granted by the U.S. District Court for the District of Columbia regarding the department's anthrax vaccination program.
 
Q9.  Why can't you allow personnel to choose voluntarily to be vaccinated?
A9.  The implications of the judge's order would preclude anthrax vaccinations except under the extremely detailed and time-consuming requirements of the FDA's "investigational new drug" provisions. DoD does not consider anthrax vaccine an investigational drug to protect the troops.  Because of this, voluntary anthrax vaccinations are not available at this time.
 
Q10.  When will anthrax vaccinations under this policy stop?
A10.  We have already given the order to cease providing the vaccination.
 
Q11.  What about all those people who received anthrax vaccinations in the past? Will they be allowed to continue the six-dose series?
A11.  The Department will stop giving anthrax vaccinations until the legal situation is clarified.
 
Q12.  What happens to those of us who have received several doses and cannot continue the series?
A12.  Individuals that have already started the series will be in deferral and not receive further doses at this time.  There is no reason for concern that stopping the anthrax series will cause you any harm.  The concern is that your immunity level will not increase because of delayed doses.  However, at such a time that anthrax vaccine is reintroduced to your body (you get your next dose), science has shown that your body has a good memory and will have a good antibody response.  Each dose of anthrax vaccine is like walking up a set a stairs.  You may remain on one step longer than originally planned, but the next dose of vaccine will resume development of protective immunity (climbing the stair case).
 
Q13.  What happens to those individuals who were court-martialed or given non-judicial punishment for refusing to take anthrax vaccine?
A13.  This is a matter for appeals processes and the Board for the Correction of Military (or Naval) Records.
 
Q14.  How many service members have been vaccinated?
A14.  We have vaccinated more than 1 million service members since the beginning of the program in March 1998.  Since June 2002, when the program was re-initiated after it had been slowed down because of a period of constrained vaccine supply, we have vaccinated more than 600,000 service members.
 
Q15.  Why doesn't DoD use antibiotics rather than anthrax vaccine?
A15.  There is no better round-the-clock protection against anthrax infection than the anthrax vaccine. Antibiotics are effective when started immediately or very soon after exposure. However, not all exposures can be predicted in advance or even determined in very early stages, particularly in certain military situations. In such situations, the consequences for military personnel and their mission could be dire. This is not a risk we can afford to take.  DoD therefore believes the best method to ensure for the safety and protection of the force is to vaccinate ahead of time.
 
Q16.  What is the threat of anthrax used against our military?
A16.  Anthrax is an attractive weapon of mass destruction for our enemies.  It is highly lethal, relatively easy to produce in large quantities and to develop as a weapon, easily spread in the air over a large area and it can be stored and remain dangerous for a long time. For this reason, anthrax may be the most important biological warfare threat facing U.S. forces. The intelligence community believes several countries currently have or are developing an offensive biological warfare capability using anthrax. Given the ease with which anthrax can be produced, U.S. forces may have little or no warning before an anthrax attack, which could be delivered by unconventional means.
 
Q17.  Who says anthrax vaccine is effective?
A17.  The Food and Drug Administration licensed anthrax vaccine absorbed for protection against Bacillus Anthracis - the bacterium causing anthrax - when used in accordance with the approved labeling.  The Food and Drug Administration reaffirmed this position in numerous testimonies to Congressional committees over the past three years.  Based on human and animal data, The National Academy of Sciences' Institute of Medicine concluded in March 2002 that anthrax vaccine is "an effective vaccine for the protection of humans against anthrax, including inhalational anthrax, caused by all known or plausible engineered strains of Bacillus Anthracis."
 
Q18.  Does anthrax vaccine protect against all types of anthrax?
A18.  Yes. While no vaccine is 100% effective, this vaccine will greatly reduce the risk of contracting anthrax, regardless of route of exposure.  Every disease-causing strain of Bacillus Anthracis produces the same protein, a protein that is required to cause disease.  The vaccine induces the production of antibodies that neutralize that protein.  Based on human and animal data, The National Academy of Sciences' Institute of Medicine concluded in March 2002 that anthrax vaccine is "an effective vaccine for the protection of humans against anthrax, including inhalational anthrax, caused by all known or plausible engineered strains of Bacillus Anthracis."  It also concluded that "it is unlikely that either naturally occurring or anthrax strains with bioengineered protective antigen could both evade AVA [the U.S. anthrax vaccine] and cause the toxicity associated with anthrax." 
 
Q19.  How many people who get the anthrax vaccine get sick?
A19.  Based on over 30 years of anthrax vaccine use, we know that severe, but temporary injection-site reactions do occur.  It is known that from 30 to 60 percent of people who receive anthrax vaccine will develop an injection site reaction (less than one inch in diameter). About one in a hundred develops a reaction 5 inches in diameter or larger. The rate of side effects away from the injection site is about the same as for other vaccines: from 5 to 35 percent, with these events going away within a few days. As The National Academy of Science noted in their March 2002 report, these rates are similar to other vaccines.
 
Q20.  Will the Services continue to deploy personnel and the planned rotations take place even if some of those projected to deploy have not received any vaccinations?
A20.  Yes, rotation policy will continue as previously scheduled.
 
Q21.  Will you keep track of the people deploying that have not had the vaccination?
A21.  Yes.  Our systems have always included updates as they occur and this will continue.  We will track personnel consistent with past practice and we'll be prepared to take whatever steps are needed once a legal remedy is arrived at that will permit resumption of anthrax vaccinations as soon as possible.
 
7. OASD (PA) POC is Jim Turner, (703) 697-5135, DSN 227-5135, email james.turner@osd.mil. The toll-free number for additional information regarding the AVIP IS 1-877-GET-VACC (1-877-438-8222) or the AVIP website at http://www.anthrax.mil.
 
