Anthrax Immunization Program and Smallpox Vaccination Program

1.  Background: 

 The Department of Defense resumed its Anthrax Vaccine Immunization Program in June 2002 and began its Smallpox Vaccination Program in December 2002.  These dynamic programs undergo evaluation and modification as our understanding of the worldwide threat and the vaccine risk, benefit and availability evolve. The Military Health System has conducted these programs successfully and the quantities of vaccine have increased.  The threat of weapons of mass destruction for certain forces has not changed. Therefore, the Department will now begin to immunize selected units within the U. S. Pacific and Central Commands.  

DoD will continue to implement these vaccination programs consistent with FDA guidelines and the best practice of medicine.   DoD will use existing FDA-licensed vaccine, and, like other vaccinations, these will be mandated for designated personnel.

2.  Public Statement. (Begin Text)  William Winkenwerder, Jr., MD, assistant secretary of defense for health affairs, today announced that the anthrax and smallpox vaccination programs would include selected units within the U. S. Pacific Command, additional personnel now serving with the U.S. Central Command, and those whose anthrax vaccination series was interrupted due to the unanticipated vaccine shortage in 2000-2001.  

“The decision to protect additional personnel with these vaccines reflects our concern for their health and safety as well as the continuity of essential operations,” said Winkenwerder. “When we began these vaccination programs we stated that we would periodically review them, evaluating the threats to our forces and vaccine availability. We recently completed such an evaluation and determined that the threat continues. In light of our successful implementation of these programs and the increased quantities of vaccine, we will include additional forces in the vaccination programs,” he offered.

  Vaccination offers an extra layer of protection, in addition to antibiotics and other measures, that is needed for members of the armed forces, emergency-essential DoD civilians and contractor personnel carrying out mission-essential services.  

The program update will continue to include personnel assigned or deployed to the selected units for 15 or more consecutive days.  DoD will offer the vaccinations to family members, other DoD civilian employees and non-essential contractor personnel in the geographic areas on a voluntary basis.

DoD continues to reserve a portion of the vaccine supply for contingency use by other federal agencies.  The Department of Homeland Security heads the planning effort among federal agencies for use of the vaccine.

With this vaccination program update, service members and others who began their vaccinations earlier but had not completed them will now complete the series.  On the expert advice of the Advisory Committee on Immunization Practices, Armed Forces Epidemiological Board and the Food and Drug Administration, these individuals will continue their anthrax vaccination series where they left off; they need not restart the six-shot series from shot number one.

Anthrax remains one of the top biological warfare threats to U.S. troops. Vaccination is the safest and most reliable way to protect U. S. forces from a potential threat that is highly lethal, even with early treatment.  Since March 1998, DoD has vaccinated more than 1.1 million service members with more than four million doses of anthrax vaccine.

Because of its contagiousness, smallpox too is considered a top biological warfare threat.  It can cause a severe rash covering the whole body that can leave permanent scars, high fever, severe headaches or backaches.  Smallpox infection kills about three out of ten people infected.  This disease, as a bioweapon, can generate significant consequences and critically interrupt military operations.  Since December 2002, DoD has vaccinated more than 600,000 service members.

 
More information about the Anthrax Vaccine Immunization Program is at http://www.anthrax.mil/ and about the Smallpox Vaccination Program at http://www.smallpox.mil. (End Text)

3.  Questions & Answers.

3.a. Policy and Management

Q1.  Under this policy update, who will receive the anthrax and smallpox vaccinations?

A1.  Military personnel assigned in or deployed to selected units in the U.S. Pacific Command and additional personnel assigned to the U.S. Central Command for 15 or more consecutive days will receive both vaccinations.  Additionally, we will vaccinate DoD emergency-essential civilian employees assigned to these areas and those DoD contractor personnel in these areas who carry out mission-essential services for DoD.  Troops whose anthrax vaccination series was interrupted due to the unanticipated vaccine shortage in 2000-2001 will continue their anthrax shots.

Q2. Why are we vaccinating service members?

A2. We are concerned that terrorists or governments hostile to the United States may have, or could obtain bacteria or viruses that could be used as biological weapons.  Vaccination will protect our personnel from the diseases caused by these agents. 

Q3. Will the same people receive both vaccinations?

A3. Generally speaking, yes.  Additional forces will be vaccinated against smallpox given that smallpox, unlike anthrax, is contagious.  And, in the future, the Secretary of Defense may decide to expand the scope of both the anthrax and smallpox vaccination programs.

Q4. Do you intend to vaccinate the Total Force over the long term? 

A4. The Department is focused on what we should do now to protect our personnel at higher risk whose performance is essential for certain mission critical capabilities.  We may further update our immunization policies at a future date. 

Q5. Will vaccinations under your updated program be mandatory? 

A5. Yes.  It is important that all personnel whose duties are essential to mission critical capabilities are vaccinated—for their personal protection and for success of the military mission. So vaccinations will be mandatory, except as provided under applicable medical and administrative exemption policies, similar to those we’ve always had in place.

Q6.  Will service members still be deployable if they have not received their vaccinations?

A6. Yes, if they are in one of the groups that should not receive the vaccine for a medical or administrative reason they will still be deployable.  With smallpox, in the event of an actual smallpox attack their vaccination status will be reevaluated.

Q7. Why can’t you allow personnel to choose voluntarily to be vaccinated?

A7. We provide many different vaccines and medical procedures on a mandatory basis, when it is known that the vaccine or medical measure is safe and effective, and exposure or possible exposure to an agent poses a real risk to individuals and teams.  Also, we fight and win as teams—if one or several team members in areas of higher risk are not vaccinated and fall victim to disease, they could jeopardize the lives of other team members and mission success.

Q8. Why did you decide to vaccinate only those who will be assigned or deployed for 15 days or more?  In those higher threat areas it would seem that everyone there would be at risk.

A8. The choice of a 15-day period in higher threat areas took considered evaluation by our senior leadership.  Factors contributing to this decision included the risk to individuals, the numbers of individuals to be in these higher threat areas for more than and less than 15 days, the missions of these individuals, and the fact that it takes six shots at specific intervals over 18 months to assure protection against anthrax.

Q9. Can personnel deployed 15 days or less volunteer to be vaccinated?

A9. If those individuals have concerns, they should speak with their commanders.  We recognize that some of our personnel may be on rotation schedules with duty taking them into higher threat areas multiple times in a given year, bringing cumulative time deployed to more than 15 days in a given year.  There are allowances in our policies, by exception, for commanders with personnel with these types of situations.

Q10. What do you mean by “Higher threat areas?” 

A10. It represents the Department’s focus on those personnel whose duties bring them into higher risk of anthrax or smallpox infection, by deployment location and/or occupation, and to preserve mission critical capabilities in those areas. 

Q11. What countries are included in the “higher threat areas?” 

A11. We are not going to comment specifically on that question, but included are areas in the U. S. Central and Pacific Commands.

Q12. What determines an area of the world or a country to be designated “higher threat?” 

A12. Many factors go into such determinations, including intelligence information, known capabilities, and other variables. 

Q13. Will only service members be vaccinated?

A13. In addition to those service members who are assigned to or deployed for more than 15 days in a designated higher threat area whose performance is essential for certain mission critical capabilities, we will vaccinate those emergency-essential DoD civilians and contractors who also are at higher risk whose performance is essential for certain mission critical capabilities.  

Q14. When will vaccinations under this policy update start? 

A14. Vaccinations will begin promptly, as soon as the Services publish implementing instructions and units schedule the vaccinations. 

Q15. Is DoD planning to use all of the anthrax vaccine produced by BioPort? 

A15. No. DoD’s original policy as well as this updated policy takes into account other national security considerations beyond the needs for military personnel. A certain amount of the produced vaccine will be reserved for contingency use by other federal agencies. The Department of Homeland Security heads the planning effort among federal agencies for contingency use of the vaccine.

Q16. What about all those people who received anthrax vaccinations in the past? Will they resume the six-dose series? 

A16. Yes, all personnel who began the anthrax vaccination series but were interrupted during the supply shortage of 2000-01 will resume their vaccinations.  They will resume where they left off; they do not have to begin the entire series again. 

Q17. How many service members have been vaccinated for anthrax and for smallpox? 

A17. Since the beginning of the Anthrax Vaccine Immunization Program in March 1998, Department of Defense vaccinated over 1.1 million people with more than 4 million doses of anthrax vaccine.  Since initiating the smallpox vaccination program, we have vaccinated over 600,000 personnel.

Q18.  Does DoD plan to offer the vaccines to dependents or family members living in the selected areas of the U.S. Central and Pacific Commands?

A18. Yes, vaccinations will be offered to adult family members, other DoD civilian employees and their families and non-essential contractor personnel located in these areas on a voluntary basis.

Q19.  Are you prepared to offer anthrax vaccine to US allies and coalition partners?

Q19. We are discussing with key allies, coalition partners and friends our intent to update our vaccination programs.  During the course of our discussions, I can envision this issue being addressed.  We would give serious consideration to any request for vaccine, keeping in mind our own requirements, projected available supply and threat conditions at the time.

Q20.  Are we planning to assist any other country in obtaining supplies of smallpox vaccine?

A20. The United States recognizes that a smallpox attack in any nation is a potential threat to all nations.  The United States, therefore, will work with like-minded nations and the World Health Organization (WHO) to facilitate and coordinate nations’ access to existing global smallpox vaccine supplies and to increase the global supply through new production.  

Q21.  How much has the Department of Defense spent on the anthrax vaccine program?  On the smallpox vaccine program? 

A21. From FY98 through FY03, DoD spent $272M to procure anthrax vaccine and $2.7M to procure smallpox vaccine.  These costs include not only procurement of doses, but also the costs associated with capital expenditures, testing, labeling, shipping and security for the product.

Q22. What is the implication of Judge’s injunction on the Department’s anthrax vaccination program? 

A22. The Food and Drug Administration issued a final statement regarding many medications, including anthrax vaccine, in late December 2003.  With that document, the Judge lifted the injunction and the vaccination program continues (Ref. G). 

3.b. Threat 

Q23.What is the threat of anthrax used against our military? 

A23. 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. 

On February 24, 2004, CIA Director George Tenet told the Senate Select Intelligence Committee: “Although gaps in our understanding remain, we see al-Qaida’s program to produce anthrax as one of the most immediate terrorist CBRN (chemical, biological, radiological, nuclear) threats we are likely to face.”

Q24.  What is the current threat assessment for smallpox?  Who are likely countries to obtain and use the smallpox virus?  

A24. Terrorists or governments hostile to the United States may have, or could obtain, some of the variola virus that causes smallpox disease.  If so, these adversaries could use it as a biological weapon.  This potential along with an appreciation for the potentially devastating consequences of a smallpox attack, suggests that we should take prudent steps to prepare our critical forces should an attack occur.  People exposed to variola virus, or those at risk of being exposed, can be protected by vaccinia (smallpox) vaccine.  The United States is taking precautions to deal with this possibility.

Q25. How does the threat of a smallpox attack on US forces compare with that of an anthrax attack?

A25. They are both known threats.  Many factors go into such determinations including intelligence information, known capabilities and other variables.  While we cannot quantify the threat of either one being used as a bioweapon, we know the consequences of their use could be great.  Vaccination is a wise, logical step to ensure preparedness for the U.S.

Q26. Has the threat changed since the anthrax attacks in Fall 2001?  Since DoD began their anthrax vaccination program?  Or the Smallpox vaccination program?

A26. The threat remains real and serious. 

3.c. Vaccines.

3.c.1. Anthrax.

Q27.  Who says anthrax vaccine is effective? 

A27. The Food and Drug Administration licenses anthrax vaccine as a safe and effective prevention against Bacillus anthracis—the bacterium causing anthrax.  The Food and Drug Administration reaffirmed this position in numerous testimonies to Congressional committees and official documents over the past several 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.”

Q28. Does anthrax vaccine protect against all types of anthrax? 

A28. Yes. This vaccine prevents anthrax regardless of route of exposure.  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.”  FDA agrees that anthrax vaccine is effective, regardless of route of exposure.

Q29. Will anthrax vaccine protect against all strains of anthrax? 

A29. Yes. Every disease-causing strain of Bacillus anthracis causes anthrax disease via the same protein. The vaccine produces antibodies that neutralize that protein.  The National Academy of Sciences’ Institute of Medicine concluded in March 2002, 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.”

Q30. Where does the Department of Defense stand on the second-source for anthrax vaccine production? 
A30. The Department intends to leverage the ongoing efforts of the Department of Health and Human Services and will procure any Food and Drug Administration licensed “next generation” anthrax vaccine resulting from that program or any other program.

  

Q31. How many people who get the anthrax vaccine get sick? 
A31. Based on over 30 years of anthrax vaccine use, we know that from 30 to 60 percent of people who receive anthrax vaccine will develop a small skin reaction (less than one inch) at the injection site. 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.
 

Q32. Is it true that women have more side effects to anthrax vaccine than men? 

A32.Yes, women experience more small skin reactions than men. For skin reactions smaller than one inch in diameter, the likelihood is 60 percent for women and 30 percent for men. For side effects away from the injection site, the rates for men and women are about the same. 
 

Q33. Does anthrax vaccine cause severe side effects or death? 

A33. Medical experts agree that serious side effects occur only rarely after anthrax vaccine, as with other vaccines.  The Department of Defense, Food and Drug Administration, Centers for Disease Control and Prevention, and an independent panel of civilian physicians review every report of serious illness or death that might possibly be associated with anthrax vaccination. These groups all agree that anthrax vaccine is not associated with any unexpected patterns of adverse events.  The National Academy of Sciences’ Institute of Medicine reported in March 2002, “There is no evidence that life-threatening or permanently disabling immediate-onset adverse events occur at higher rates in individuals who have received AVA [U.S. anthrax vaccine] than in the general population.” In rare cases, patients experience serious adverse effects; these are treated and followed appropriately.  
 

Q34. If a service member has a serious reaction after anthrax or smallpox vaccination, will he/she be taken care of, or will the service just throw them out? 

A34. If a service member has a serious reaction to any vaccine, he/she will be exempted from further doses and will receive full medical care. This policy is the same policy as for all vaccinations or any service-connected event. 

3.c.2. Smallpox

Q35. How safe is the smallpox vaccine?

A35. The smallpox vaccine is the best protection you can get if you are exposed to the smallpox virus.  Most people experience normal, usually mild, reactions, such as sore arm, fever, headache, body ache, and fatigue. These symptoms may peak eight to 12 days after vaccination.

In the past, about 1,000 people for every 1,000,000 (1 million) vaccinated people experienced reactions that were serious, but not life-threatening.  Most involved spread of virus elsewhere on the body.

In the past, between 14 and 52 people out of 1,000,000 vaccinated for the first time experienced potentially life-threatening reactions. These reactions included serious skin reactions and inflammation of the brain (encephalitis). From past experience, one or two people in 1 million who receive smallpox vaccine may die as a result.

Serious side effects generally are rarer after revaccination, compared to first vaccinations.

Careful screening of potential vaccine recipients is essential to ensure that those at increased risk do not receive the vaccine.

Q36. How does the smallpox vaccination interact with other drugs and vaccinations?

A36. The smallpox vaccine should not be given to people taking medications that suppress their immune system.  Smallpox vaccines should be spaced by one month from chickenpox vaccination.  Other combinations of vaccines (e.g. smallpox and influenza or smallpox and anthrax) can be given.

Q37. What if somebody has already been vaccinated against smallpox?

A37. Immunity from smallpox vaccination decreases with the passage of time. Past experience indicates that the first dose of the vaccine offers protection from smallpox for three to five years, with decreasing immunity thereafter.  If a person is vaccinated again later, immunity lasts longer.  A report from Europe suggests that people vaccinated 10 or 20 or more years ago have enough immunity to lessen their chance of death if infected.  However, these people need another dose of smallpox vaccine to restore their immunity.

Q38. How long does a smallpox vaccination last?

A38. Past experience indicates that the first dose of the vaccine offers protection from smallpox for 3 to 5 years, with decreasing immunity thereafter. If a person is vaccinated again later, immunity lasts longer.  A report from Europe suggests that people vaccinated 10 or 20 or more years ago have enough immunity to lessen their chance of death if infected.  However, these people need another dose of smallpox vaccine to restore their immunity.

Q39. What is the smallpox vaccine made of? 

A39. The vaccine is made from a virus called vaccinia, a virus related to smallpox but that does not cause smallpox. The smallpox vaccine helps the body develop immunity to smallpox. It does not contain the smallpox virus and cannot spread smallpox. 

Q40. Is it possible for people to get smallpox from the vaccination?  

A40. No. The smallpox vaccine does not contain smallpox virus and cannot spread or cause smallpox. 

Q41. Is it possible for someone to get vaccinia, the virus in the vaccine, from someone who has been vaccinated?

A41. The smallpox vaccine does contain another virus called vaccinia, which is “live” in the vaccine. Because the virus is live, it can spread to other parts of the body or to other people from the vaccine site. This can be prevented through proper care of the vaccination site (e.g. hand washing and careful disposal of used bandages).

Q42. What are the symptoms of the vaccine virus (vaccinia)?

A42. In the unlikely event that the vaccinia virus is spread, symptoms may include rash, fever, and head and body aches. 

Q43. How is the vaccine virus (vaccinia) spread?

A43. The vaccine virus (Vaccinia) is spread by touching a vaccination site before it has healed or by touching bandages or clothing that have become contaminated with live virus from the vaccination site. Vaccinia is not spread through airborne contagion.  Proper handling of the vaccine site includes these three key points: 1) Don’t touch your vaccination site or materials that touched it, 2) If you touch either the site or materials in contact with the site by accident, clean your hands right away, and 3) Don’t let others touch your vaccination site or materials that touched it.

Q44.  How can a person protect against the risk of inadvertent transmission of the smallpox vaccine to another person?

A44. Anyone receiving the vaccine will be instructed on several readily available steps to prevent the accidental transmission of the vaccine to another person.  For example, the vaccinated person should use breathable bandages, wear a long-sleeve shirt, and use good hand hygiene.

Q45. What should a person do if they have any adverse reactions?

A45. If a person suspects an adverse reaction from the smallpox vaccine he or she should seek care from their primary-care manager, medical department representative, or go to their healthcare provider as soon as possible. 

They should request that their healthcare provider file a Vaccine Adverse Event Reporting System (VAERS) form.  If they don’t believe their reaction is serious enough to visit a medical treatment facility, but they still wish to report it, they can contact VAERS themselves at 1.800.822.7967 or file a report at the following Web site: www.vaers.org.

Q46. How will smallpox vaccine adverse events be handled? What protocols will be followed for actual or claimed serious adverse events?

A46. Prospective vaccinees are educated about the contraindications to smallpox vaccination in order to minimize serious adverse reactions to the vaccine.   We have a good system to monitor and treat adverse events and we work in close collaboration between the CDC, states, and public health agencies and hospitals.  We maintain records of people vaccinated and have systems to diagnose, manage, and treat people who experience adverse reactions from the vaccine.  This includes rapid access to the primary treatment for most serious adverse events, Vaccinia Immune Globulin (VIG).

Most of the side effects caused by smallpox vaccinations do not require special treatment or therapy. There are two treatments that may help people who have certain serious reactions to the smallpox vaccine. These are: Vaccinia Immune Globulin (VIG) and Cidofovir. Patients receiving these drugs would need to stay in the hospital for observation and possible additional treatment, as the VIG and Cidofovir may cause a number of side effects as well. CDC review ssummary reports of adverse events and investigates all individual reports of serious events.

Q47. How does the government monitor and report side effects?

A47. The CDC has enlisted an outside group that constitutes an external data monitoring and safety review board. This external review board reviews, in real time, vaccine adverse event reports and data, interprets findings, and provides guidance and advice for strengthening the overall safety of the program as needed.

3.d. Smallpox, The Disease.

Q48.  Is smallpox fatal?

A48. About 70 percent of patients infected with smallpox recover.  Many smallpox survivors have permanent scars over large areas of their body, especially their face.  Some are left blind.  

Q49. Is smallpox contagious?  How is smallpox spread?

A49. Yes, smallpox is contagious.  Smallpox normally spreads from contact with infected persons.  Generally, direct and fairly prolonged face-to-face contact is required to spread smallpox from one person to another. People infected with smallpox exhale small droplets that carry the virus to the nose or mouth of close contacts. The greatest risk comes from prolonged close contact exposure (within seven feet) to an infected person. The longer somebody is in close contact with an infected person, the greater the chance of transmission. Indirect contact is less likely to transmit the virus, but infection still can occur via fine-particle aerosols or inanimate objects carrying the virus. For example, contaminated clothing or bed linen could spread the virus. Smallpox is not known to be transmitted by insects or animals.

People are most infectious during the first week of the rash, but a person with smallpox is sometimes contagious with the onset of fever (prodome phase). The infected person is contagious until the last smallpox scab falls off. 

Q50. Is smallpox contagious before the smallpox symptoms show? 

A50. A person with smallpox is sometimes contagious with onset of fever (prodome phase), but the person becomes most contagious with the onset of rash. The infected person is contagious until the last smallpox scab falls off. 

Q51. If someone comes in contact with smallpox, how long does it take to show symptoms?

A51. After exposure, it takes between 7 and 17 days for symptoms of smallpox to appear (average incubation time is 12 to 14 days). During this time, the infected person feels fine and is not contagious.

Q52. Is there any treatment for smallpox?

A52. Smallpox can be prevented through the use of the smallpox vaccine.  There is no proven treatment for smallpox, but research to evaluate new antiviral agents is ongoing.  Early results from laboratory studies suggests that the drug cidofovir may fight against the smallpox virus. Currently, studies with animals are being done to better understand the drug’s ability to treat smallpox disease. .  The use of cidofovir to treat smallpox or smallpox vaccine reactions requires the use of an Investigational New Drug protocol and should be evaluated and monitored by medical experts, for example at the NIH and CDC.  Patients with smallpox can benefit from supportive therapy such as intravenous fluids, medicine to control fever or pain and antibiotics for any secondary bacterial infections that may occur. 

Q53. If someone is exposed to smallpox, is it too late to get a vaccination?

A53. Vaccination within 3 days of exposure will completely prevent or significantly modify smallpox in the vast majority of persons. Vaccination 4 to 7 days after exposure likely offers some protection from disease or may modify the severity of disease.

People most likely to have side effects are people who have, or even once had, skin conditions, (especially eczema or atopic dermatitis) and people with weakened immune systems, such as those who have received a transplant, are HIV positive, or are receiving treatment for cancer. Anyone who falls within these categories, or lives with someone, who falls into one of these categories, should NOT get the smallpox vaccine unless they are exposed, or at risk of exposure, to the disease.  In addition, anyone who falls within the following categories should not get the smallpox vaccine unless they are exposed or at risk of exposure: pregnant women, breastfeeding mothers, anyone who is allergic to the vaccine or any of its components, and anyone under the age of 18.

Q54. What should I expect at the vaccination site?

A54. If the vaccination is successful, a red and itchy bump develops at the vaccination site in three or four days.  In the first week after vaccination, the bump becomes a large blister, fills with pus, and begins to drain.  During week two, the blister begins to dry up and a scab forms.  The scab falls off after 2 to 4 weeks, leaving a small scar.  People who are being vaccinated for the first time may have a stronger “take” (a successful reaction) than those who are being revaccinated.

Most people experience normal, usually mild, reactions, such as sore arm, fever, headache, body ache, and fatigue. These symptoms may peak eight to 12 days after vaccination.

The vaccine virus (vaccinia) is present on the skin at the vaccination site until the scab falls off.  One must take care not to touch it so that the vaccine virus (vaccinia) is not spread elsewhere, especially to the eyes, nose, mouth, genitalia or rectum.

Q55. Are there any side effects of the vaccine?

A55. Yes, side effects can result from smallpox vaccination. Mild reactions include swelling and tender lymph nodes that can last two to four weeks after the blister heals.  Up to 20 percent of people develop headache, fatigue, muscle aches, pain, or chills after smallpox vaccination, usually about eight to 12 days later. Some individuals may have rashes that last two to four days. These side effects are usually temporary and self-limiting, meaning they go away on their own or with minimal medical treatment, for example aspirin and rest.

In the past, about 1,000 people for every 1,000,000 (1 million) vaccinated people experienced reactions that were serious, but not life-threatening.  Most involved spread of virus elsewhere on the body.

Serious side effects generally are rarer after revaccination, compared to first vaccinations.  
Medical experts believe that with careful screening, monitoring and early intervention the number of serious adverse reactions can be minimized.

3.e. Lacy Case.

Q56. What can you say about the role of vaccinations in the death of Specialist Rachel Lacy?

A56. Specialist Rachel Lacy died on April 4, 2003, while being treated at the Mayo Clinic in Rochester, Minnesota. She was a member of the US Army Reserve and had been called to active duty at the mobilization station at Fort McCoy, Wisconsin. Her death was a rare, tragic event that may have been related to vaccination. 

Specialist Lacy received five vaccinations on March 2, 2003, at Fort McCoy. In alphabetic order, they are anthrax, hepatitis B, measles-mumps-rubella, smallpox, and typhoid.  The measles-mumps-rubella and smallpox vaccines are live-virus vaccines. The others are inactivated vaccines. She also received a tuberculin skin test on the same day. Other deploying soldiers in her unit and other military units received similar vaccinations. 

Two expert panels concluded that vaccination may have caused an illness that ultimately led to the death of Specialist Lacy.  Neither panel could scientifically identify a specific vaccine.

Q57. Why didn’t this finding of a likely association cause DoD to stop its vaccination programs? 

A57. DoD continues its vaccination programs because we must protect our forces against seasonal diseases, in locations where diseases circulate naturally, and when at highest risk of or having duties considered mission essential in the event of a biological attack using either anthrax or smallpox.  

Q58. In retrospect, should this soldier have been vaccinated in the first place?

A58. Specialist Lacy had received multiple vaccinations previously. She was healthy and medically cleared to receive the vaccinations that she received in March 2003. She provided all requested information during pre-vaccination screening procedures. Neither DoD nor the soldier knew any reason not to vaccinate her. 

Q59.  Your screening process failed Specialist Lacy. How can you not make any changes?

A59. Screening is a way of reducing risk. Screening can never eliminate risk entirely. 

Q60. Why do you continue to vaccinate if this is a possible consequence of vaccination?

A60. We know that the risk of infections makes it necessary to protect Service Members with vaccines. No vaccination is risk free.  We have only to recall the devastating effect of disease on military forces during World Wars I and II, the impact of Yellow Fever on the construction of the Panama Canal, to know we must do all we can to protect the health of our service members.

3.f. Military Discipline

Q61. How are refusals to be vaccinated handled? 

A61. We anticipate that very few, if any, service members will refuse to be vaccinated. However, we begin with the assumption that any service member covered by this policy who refuses vaccination may be uninformed about the facts related to the deadly effects of the diseases and the safe protection afforded by vaccines.  Our first action with those who might refuse the vaccines will be to determine their concern and provide information.

This is a force health protection issue. If a service member continues to refuse the vaccines, then a commander will manage the situation as he or she would for any failure to obey lawful orders, including educating the members about the vaccination programs as appropriate.

We expect service members to comply with administration of these vaccines as for any other mandatory vaccination.  It is comparable to an order to wear body armor during armed engagement, or to don a protective mask in a suspected chemically or biologically contaminated environment.  Any Service member who does not comply with these measures endangers his/her own health, and places both their unit and mission accomplishment at risk.

Military and civilian judges uniformly have found orders for members to be vaccinated to be lawful orders.  Again, we do not anticipate this issue to be a major problem.
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