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SUBJECT: Update to Clinical Policy for the Department of Defense Smallpox
Vaccination Program

This Health Affairs policy memorandum supersedes Health Affairs memorandum,
“Clinical Policy for the Department of Defense (DoD) Smallpox Vaccination Program
(SVP),” dated November 26, 2002. This memorandum updates policy on medical issues
involving smallpox vaccination: Education, medical screening before immunization,
pregnancy screening, vaccination-site selection, vaccine delivery, medical exemptions,
and adverse-event management.

This memorandum applies primarily to the ACAM2000-brand smallpox vaccine
manufactured by Acambis Incorporated, when administered in its original full-strength
concentration. ACAM2000 was licensed by the U.S. Food and Drug Administration
(FDA) on August 31, 2007. Supplemental policies will be issued, if warranted, for other
circumstances or other vaccine formulations.

Education

All personnel will be educated about smallpox and smallpox vaccination before
vaccination. Educational materials provided shall address the rationale,
contraindications, criteria for medical exemptions for Service members or their
household contacts, benefits, expected response at the vaccination site, side effects, risks
to household contacts, vaccination-site care, and other medical information concerning
the vaccine.

The ACAM2000-brand smallpox medication guide and the most current DoD
version of the Smallpox Vaccine Trifold Brochure (available under “Education Toolkit”
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at www,vaccines.mil) will be provided to vaccinees prior to vaccination (Attachments 1
and 2). The ACAM2000 package insert will also be provided to health care providers
(Attachment 3).

Health care providers will remain alert to modifications in clinical recommendations as
the smallpox vaccination program continues. Personnel involved in this program should
regularly review the following Web sites for new clinical information and educational
resources: Military Vaccine (MILVAX) Agency Web site at www.vaccines.mil, the Vaccine
Health Centers (VHC) Network at www.vhcinfo.org, and the Centers for Disease Control and
Preventions (CDC) at www. bt.cdc.gov/agent/smallpox. However, nothing in this
memorandum will be superseded except by subsequent memoranda from the Assistant
Secretary of Defense (Health Affairs). '

Medical Screening Before Immunization

Medical screening before vaccination for contraindications in vaccine recipients
and their household contacts is essential to prevent serious complications.
Contraindications will be documented in the medical record and the automated
immunization tracking system. Screening must be conducted in a manner that Service
members can freely ask questions and get reliable answers. The standard of practice for
all immunizations includes medical screening before immunization. Unique for the
smallpox vaccine is the need to screen for risks among household contacts. Education
and screening shall be conducted to document medical conditions for which
immunization exemption (temporary or permanent) or further medical evaluation before
immunization is indicated. Standardized screening tools and a follow-up questionnaire is
provided (Attachment 4).

Infection with the human immunodeficiency virus (HIV) is a contraindication to
smallpox vaccination. Service members will be up to date in accordance with Service
HIV-screening policies before smallpox vaccination. Service members who are
concerned that they could have HIV may request additional HIV testing. DoD civilian
employees and contractors to be vaccinated against smallpox will be offered HIV testing
in a confidential setting, with results communicated to the potential vaccinee before
vaccination. HIV testing is recommended for anyone who has a history of a risk factor
for HIV infection, especially since his or her last HIV test, and who 1s not sure of his or
her HIV-infection status. Because known risk factors cannot be identified for some
people infected with HIV, people concerned that they could be infected should be tested.
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Pregnancy Screening

DoD policy is to defer smallpox vaccinations until after pregnancy, except in
emergencies where personal benefit from vaccination outweighs the risks. During a
smallpox outbreak, pregnant women with a high-risk exposure to smallpox may be
vaccinated because the benefits of vaccination would outweigh its risks.

In accordance with the FDA and Advisory Committee on Immunization Practices
(ACIP) recommendations, all appropriate efforts will be taken to avoid unintended
vaccination during pregnancy. On rare occasions, typically after primary (first)
vaccination, vaccinia virus has been reported to cause fetal vaccinia infection. Fetal
vaccinia usually results in stillbirth or death of the infant shortly after delivery, Since the
inception of the DoD smallpox vaccination program, there have been no reported cases of
fetal vaccinia. Vaccinia vaccine is not known to cause congenital malformations.

All immunization clinics will display in a prominent place a written warning
against unintentionally vaccinating pregnant women. This warning must be visible
during the screening process. Women of childbearing potential are to be
questioned/screened for pregnancy before receiving immunizations. Women who are
uncertain about their pregnancy status shall be medically evaluated for pregnancy before
immunization. Because the requirement for smallpox vaccination is based largely on
occupational risk, defer vaccination for pregnant women at least until the resumption of
full duties following pregnancy, or later as postpartum care may require. In addition, all
women receiving a smallpox vaccination will be instructed to avoid becoming pregnant
for at least four weeks after their smallpox vaccination. All cases of pregnant women
being inadvertently vaccinated will be referred to the DoD Smallpox Vaccine Pregnancy
Registry at the Naval Health Research Center, San Diego, California. The Web site is
www.nhrc.navy.mil/department! 64/projects/birthdefects. hitm, or call (619) 553-8400.
(Attachment 5).

Vaccination Site Selection

The preferred site for smallpox vaccination is the skin over the insertion of the
deltoid. Other optional sites are described in the vaccine package insert (Attachment 3).
As always, appropriate clinical judgment is warranted. Do not vaccinate near the site of
an active skin lesion or rash. Tattooed skin is not a contraindication for site selection, but
should be considered where evaluation of a take may be impaired. Avoid skin folds
where drying is impeded. Any skin condition that may interfere with the immune
response to vaccination should be carefully evaluated before vaccination.
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Vaccination

Only appropriately trained and qualified medical personnel, upon the order of an
appropriately privileged health care provider, will administer the smallpox vaccine.
People who administer the smallpox vaccine must be vaccinated themselves. While it is
not a contraindication, pregnant females with a current smallpox status are discouraged
from administering the smallpox vaccine. The preference to vaccinate smallpox
vaccinators is based on the risk of inadvertent inoculation from repetitive handling of the
vaccine. People may administer the smallpox vaccine promptly after being personally
vaccinated.

Smallpox vaccination shall consist of 15 punctures (jabs) with a bifurcated needle
for a primary (first) vaccination and for revaccination (see package insert). People
vaccinated with the smallpox vaccine in the past 10 years do not require revaccination,
except specific laboratory workers involved with orthopox virus research, who may
require more frequent vaccination.

Assessment of vaccine take is required for health care workers and members of
smallpox response teams who will travel into a smallpox outbreak area. Other persons
receiving the vaccine should also have their vaccine take assessed. To assess vaccine
take, medical personnel trained in vaccination evaluation will inspect the vaccination site
six to eight days after vaccine administration. Reactions will be categorized as “Major
Reaction” or “Equivocal,” in accordance with the World Health Organization criteria
(Attachment 6). To accommodate individuals for whom “take” assessment is not
feasible, all persons receiving the smallpox vaccine will be instructed to report to the
vaccination clinic if they do not develop a characteristic smallpox vaccination reaction.

Formation of a major cutaneous reaction by days six to eight is evidence of a
successful “take” and acquisition of protective immunity. An equivocal reaction is any
reaction that is not a major reaction, and indicates a non-take due to impotent vaccine or
inadequate vaccination technique. Individuals who are not successfully vaccinated (i.e.,
equivocal after primary vaccination) may be revaccinated in an attempt to achieve a
satisfactory take. If a repeat vaccination is given and no visible cutaneous reaction is
noted, individuals should be referred for immunologic evaluation.

Accurate documentation of both vaccination and take is required. Vaccination
will be documented in both individual health records and automated immunization
tracking systems. In addition, vaccination take will be documented in individual health
records immediately beneath the vaccination entry by writing the date of assessment and
the type of reaction: Major Reaction or Equivocal.
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Persons administering vaccines will follow necessary precautions to minimize risk
of spreading diseases. Because of the nature of the vaccine container and method of
administration, personnel preparing and administering the vaccine should wear surgical
or protective gloves and avoid contact of the vaccine with skin, eyes, or mucous
membranes. Special consideration should be observed while adding diluent to the
vaccine vial to prevent spraying in the eyes. Gloves should be changed between patients.

Needles should be discarded in labeled, puncture-proof containers to prevent
inadvertent needle-stick injury or reuse. Standard needle-stick-injury procedures will be
followed if a vaccinator is inadvertently stuck with a used bifurcated needle.

No skin preparation should be performed unless the skin at the intended site of
vaccination is obviously dirty, in which case an alcohol swab(s) may be used to clean the
arca. If alcohol is used, the skin must be allowed to dry thoroughly to prevent
inactivation of the live vaccine virus by the alcohol.

Revaccination

Prior vaccination may modify (reduce) the cutaneous response upon revaccination
such that the absence of a cutaneous response does not necessarily indicate vaccination
failure. If a previously vaccinated person does not manifest a characteristic vaccination
reaction six to eight days after smallpox vaccination, that person does not require
revaccination in an attempt to elicit a cutaneous response.

Individuals should be revaccinated if more than 10 years have elapsed since the
last smallpox vaccination. Persons at continued high risk of exposure to smallpox (e.g.,
research laboratory workers handling variola virus) should receive ACAM2000
vaccinations every three vears.

Quality Assurance

Medical commanders will use standardized materials to train smallpox
vaccinators. Medical commanders will assess vaccination technique by evaluating the
vaccination take rates among the first cohort of people (e.g., 50 to 100) vaccinated by
each vaccinator. Published studies found take rates > 95% with appropriate technique.

Medical commanders will assure that proper screening of vaccine recipients
occurs before vaccination. Access to providers experienced in benefit-risk assessment
will be made available to vaccine recipients and vaccinators. Medical commanders will
facilitate prompt evaluation of vaccine recipients with adverse events or side effects that
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interfere with the ability to work. The DoD’s Clinical Guidelines, “Guide for Managing
Adverse Events After Vaccination,” was created to help medical personnel individually
manage and document adverse events after vaccination. This document can be found
under “Safety/Adverse Events” on the MILVAX Web site (www.vaccines.mil), or under
“Providers,” “Management of Adverse Events” on the VHC Web site at
(www.vheinfo.org).

Timing and Spacing of Other Vaccinations

General recommendations from the ACIP accept administration of live and
inactivated vaccines simultaneously, or at any interval. The only major restriction to
combining vaccinations is with multiple live-virus vaccines, which should either be given
simultaneously or separated by 28 days or more. There are limited data evaluating the
simultaneous administration of the smallpox vaccine with other live-virus vaccines. It is
desirable to separate varicella (chicken pox) and smallpox (vaccinia) vaccinations by 28
days, because of the potential to confuse attribution of lesions that may result in vaccine
recipients.

Do not administer other vaccines near the smallpox vaccination site.

Care of the Vaccination Site

Vaccinia virus is present on the skin at the vaccination site up to 30 days after
vaccination and until the site is healed. During that time, care must be taken to prevent
the spread of the virus to another area of the body or to another person by inadvertent
contact. Disease transmission from intact scabs is unlikely, but high-risk individuals may
be vulnerable to scab particles. The DoD’s goal is to reduce this risk as much as
possible.

The most important measure to prevent the inadvertent-contact spread from
smallpox vaccination sites is thorough hand washing (e.g., alcohol-based waterless
antiseptic solution, soap, and water) after contact with the vaccination site.

To avoid secondary infection, commanders and other leaders will direct physical
activities so that smallpox vaccination sites are not subject to undue pressure (likely to
burst a pustule), rubbing, or immersion sufficiently prolonged to cause tissue breakdown
or secondary infection. Activities that complicate vaccine site care and cleanliness
should be avoided during the postvaccination healing period. For example, clothing and
load-bearing equipment will be arranged in a manner to avoid excessive pressure or
rubbing at the vaccination site. Avoid contact sports, such as wrestling. Avoid
immersion in public pools or spas.
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Appropriate care should be taken to prevent the spread of vaccinia virus from the
vaccination site. The following special precautions will be observed. The vaccination
site must be completely covered with a semipermeable bandage. Keep the site covered
for 30 days and until the site is healed. Wearing clothing with sleeves covering the
vaccination site and/or using a loose, porous bandage (e.g., standard Band-Aid®, a piece
of gauze attached with adhesive, or paper tape around each edge) to make a touch-
resistant barrier can reduce the opportunity for contact transfer until the scab falls off on
its own. The vaccinee should change the bandage every one to three days, as this will
keep skin at the vaccination site intact and will minimize softening. Do not apply salves
or ointments on the vaccination site.

Used bandages, along with the vaccination scab, should be disposed of as
biohazardous waste. If biohazardous waste receptacles are not available, these items
should be disposed in sealed plastic bags (e.g., Ziploc® bag) with a small amount of
bleach. Clothing, towels, sheets, or other cloth materials that have had contact with the
site can be decontaminated with routine laundering in hot water with detergent and/or
bleach. Normal bathing can continue, but it is best to keep the vaccination site dry by
using a waterproof bandage during bathing. Avoid rubbing the vaccination site.

Close physical contact with infants less than 1-year of age should be minimized
for 30 days after vaccination and the vaccine site is healed. If unable to avoid infant
contact, wash hands before handling an infant (e.g., feeding, changing diapers) and
ensure that the vaccination site is coved with a semipermeable bandage and clothing. It is
preferable to have someone else handle the infant. The smallpox vaccine is not
recommended for use with a nursing mother under nonemergency conditions.

Recently vaccinated health care workers should minimize contact with
unvaccinated patients, particularly those with immunodeficiencies and those with current
skin conditions, such as burns, impetigo, contact dermatitis, chicken pox, shingles,
psoriasis, or uncontrolled acne. Contact with the above individuals should be minimized
for 30 days after vaccination and the vaccine site is healed. Even patients vaccinated in
the past may be at increased risk due to current immunodeficiency. If contact with
unvaccinated patients is essential and unavoidable, health care workers can continue to
have contact with patients, including those with immunodeficiencies, as long as the
vaccination site is well-covered and thorough hand hygiene is maintained. In this setting,
a more occlusive dressing might be appropriate. Semipermeable polyurethane dressings
(e.g., Opsite®, Tegaderm®) are effective barriers to vaccinia and recombinant vaccinia
viruses. However, exudate may accumulate beneath the dressing, and care must be taken
to prevent viral contamination when the dressing is removed. In addition, accumulation
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of fluid beneath the dressing may increase tissue breakdown at the vaccination site. To
prevent accumulation of exudates, cover the vaccination site with dry gauze, and then
apply the dressing over the gauze. The dressing should be changed every one to three
days (according to the type of bandaging and amount of exudate), such as at the start or
end of a duty shift. Military treatment facilities (MTFs) should develop plans for site-
care stations, to monitor workers’ vaccination sites, promote effective bandaging, and
encourage hand hygiene. Wearing long-sleeve clothing can further reduce the risk for
contact transfer. The most critical measure in preventing inadvertent contact spread is
thorough hand hygiene after changing the bandage, or after any other contact with the
vaccination site.

Medical Exemptions

Some individuals will have either acute or chronic pre-existing conditions that
may warrant medical exemption from smallpox vaccination. In some cases, vaccination
should be withheld if the individual cannot avoid household contact with another person
with contraindicating conditions. Furthermore, a small proportion of individuals will
develop a more serious reaction after vaccination that may warrant medical exemptions,
temporary and permanent, from further smallpox vaccination.

In a smallpox emergency, there are no absolute contraindications to vaccinating
people with a high-risk exposure to an infectious case of smallpox (e.g., face-to-face
contact). Prior contraindications to vaccination could be overshadowed by personal risk
of smallpox disease. The smallpox vaccine would be made available for people
exempted during pre-outbreak vaccination programs. People at greatest risk for
experiencing serious vaccination complications are often those at greatest risk for death
from smallpox. If a relative contraindication to vaccination exists, the risk for
experiencing serious vaccination complications must be individually weighed against the
risks for experiencing a potentially fatal smallpox infection.

Granting medical exemptions is a medical function performed by a privileged
health care provider. The provider will grant individual exemptions when medically
warranted, with the overall health and welfare of the patient clearly in mind, balancing
potential benefits with the risks while taking into consideration the threat situation.
Medical exemptions are not based on preferences of the prospective vaccinee for or
against vaccinations.

The two most common annotated medical exemption categories are Medical
Temporary and Medical Permanent. Annotate the Service member’s records and the
immunization tracking system with these codes, and update them as appropriate. In the
event of a confirmed smallpox outbreak, permanent exemptions could be lifted, based on
individual risk.

8
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People who have household contact with a person who has a contraindication to
smallpox vaccination (e.g., immune-suppressed people, people with atopic dermatitis or
eczema, pregnant women) shall either have alternative housing arrangements or be
exempted from smailpox vaccination until the household-contact situation is no longer
applicable. Avoidance of contact should continue for 30 days after vaccination and until
the vaccine site is healed.

Military-unique berthing settings require similar precautions. Exempt individuals
should be physically separated and exempt from duties that pose the likelihood of contact
with potentially infectious materials (e.g., clothing, towels, linen) from recently
vaccinated people. This separation will include not having the vaccine recipient share or
alternate use of common sleeping space (e.g., cot, bunk, berth) with people with
contraindications to vaccination.

Temporary medical exemptions are warranted when a provider has a concern
about the safety of immunizations in people with certain clinical conditions. The
vaccine’s package insert contains examples of situations that warrant a temporary
medical exemption (e.g., immune-suppressed people and pregnant women). The ACIP
notes that people with acute, chronic, or exfoliative skin conditions (e.g., burns, impetigo,
varicella zoster, herpes, psoriasis, severe or uncontrolled acne) may also be at higher risk
for inadvertent inoculation and should not be vaccinated until the condition resolves or a
provider affirms it is under maximal control.

In situations where a medical condition is being evaluated or treated, a temporary
deferral of smallpox vaccination may be warranted, up to a maximum of 12 months. This
would include significant vaccine-associated adverse events that are being evaluated, or
while awaiting specialist consultation. The attending physician will determine the
deferral interval, based on individual clinical circumstances.

Medical Permanent exemptions are generally warranted if the medical condition or
adverse reaction is so severe or unremitting that the risk of subsequent immunization is
not justified. In the case of the smallpox vaccine, these permanent exemptions could be
lifted if the individual had face-to-face contact with someone contagious with smallpox.
Examples of situations warranting a permanent medical exemption appear in the
vaccine’s package insert (e.g., life-threatening allergy to vaccine component, immune-
suppressed people, people infected with HIV, people with atopic dermatitis or eczema or
a past history of those disorders). People with contraindicating skin conditions who
received the smallpox vaccine earlier in life may be revaccinated after medical
consultation for individual risk-benefit decision making.
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If a permanent medical exemption is indicated, follow appropriate DoD and
Service-specific policies for granting such exemptions. If the situation changes, an
appropriate medical specialist can remove a medical exemption.

If an individual's clinical case is complex or not readily definable, health care
providers should consult an appropriate medical specialist with vaccine safety-assessment
expertise, before granting a permanent medical exemption. In addition, providers may
consult with physicians in the VHC Network (www.vhcinfo.org). In such cases,
providers will document specialty consultation in the individual's health record, including
the considerations and reasons why a temporary or permanent medical exemption is or is
not granted.

An individual who disagrees with a provider's recommendation regarding an
exemption may request a referral for a second opinion. In such cases, the individual will
be referred to a provider experienced in vaccine adverse-event management who has not
been involved in the decision-making to this point. This provider may be at the same
facility or, when applicable, at a referral facility. If the patient disagrees with the second
opinion, he or she may be referred directly to the VHC Network. Medical commanders
retain authority to review all appealed exemption determinations and may delegate this
authority to individuals with appropriate expertise within their organization.

Each MTF commander will assist people in obtaining appropriate specialty
consultations expeditiously and in resolving patient difficultics. Specialists may grant
permanent medical exemptions. Return of the patient to his or her primary care provider
is not required if the referring specialist deems a permanent medical exemption is
warranted. A Vaccine Adverse Event Reporting System (VAERS) report should be filed
for any permanent medical exemption due to a vaccine-related adverse event. The
following medical exemption codes relate to all vaccines.

10
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Medical Exemption Codes:

Code | Meaning Explanation or Example Duration
Prior immunization reasonably inferred from
: individual’s past experiences (for example, basic
Medical - . oL .
MA military training), but documentation is missing. Code | Indefinite
Assumed ) . -
used to avoid superfluous immunization. Code can be
reversed upon further review.
Evidence of immunity. For smallpox, documented
MI Medical infection (indefinite exemption) or documented Upto 10
Immune confirmed “take” in medical records within the past 10 | years
years.
. Permanent restriction from receiving additional doses
Medical . . :
MR Reactive of smallpox vaccine. Severe adverse reaction after Indefinite
immunization {(e.g., anaphylaxis). File VAERS report.
Pregnancy, hospitalization, temporary immune
suppression, convalescent leave, pending medical
MT Medical evaluation board, events referred for medical Up to 365
Temporary | consultation, any temporary contraindication to days
immunization, (e.g., smallpox vaccine and household-
contact situation).
HIV infection, atopic dermatitis, certain cardiac
MP Medical condltlor_ls, prolonged or permanent immune Indefinite
Permanent | suppression, other condition determined by physician.
Can be reversed if the condition changes.
MD Medllcal Dechnat'lc')n of optlc')nal‘vaccmes. (pot appl_lcable to Indefinite
Declined many military vaccinations), religious waivers.
MS gﬁ:?f;l Exempt due to lack of vaccine supply. Indefinite

Adverse-Event Management

As with any vaccine, some individuals receiving the smallpox vaccine will
experience side effects or adverse events. Adults vaccinated for the first time may
develop a clinical illness with injection-site inflammation, muscle aches, and fatigue,
most often on days eight to nine after vaccination. This illness may interfere with work.
In addition, the smallpox vaccine exhibits a unique adverse-event profile, including
myocarditis and/or pericarditis, encephalitis, progressive vaccinia, eczema vaccinatum,
and other serious conditions.

11
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Ongoing evaluation of health outcomes among Armed Forces personnel indicates
individuals vaccinated for smallpox are at higher risk for myocarditis and/or pericarditis
than those not vaccinated. The CDC ACIP recommends exempting individuals with
known cardiac condition(s) and persons with three or more known major cardiac risk
factors. The Services should exempt personnel with the following cardiac conditions:
Myocardial infarction, angina pectoris, cardiomyopathy, congestive heart failure, stroke,
transient ischemic attacks, chest pain or shortness of breath with activity associated with
a heart condition, other coronary artery diseases, and other heart conditions under the
care of a physician. Persons with any of the listed conditions should be exempted from
smallpox vaccination.

The following cardiac risk factors should be identified during pre-immunization
processing: Current cigarette smoking, hypertension, hypercholesterolemia, diabetes
mellitus, and family history of heart disease in first degree relative with onset before age
50. Persons with three or more of the above referenced risk factors should be exempted
from receiving the smallpox vaccine. Along with the ACIP, Health Affairs recommends
that recent smallpox vaccine recipients who have a cardiac condition or three or more
major cardiac risk factors be evaluated by a health care professional if they develop any
symptoms of chest pain, shortness of breath, or other symptoms of heart disease. All
people with heart disease or risk factors should receive the routine care recommended for
persons with these conditions (Attachment 7).

All DoD beneficiaries, including Reserve Component personnel who received
their smallpox vaccine while in a duty status, with a clinically verified diagnosis of post-
smallpox vaccine myopericarditis, will be enrolled in the central registry maintained by
the VHC network and be followed for a minimum of 24 months from the date of initial
diagnosis. Patient-informed consent is not required as part of enrollment. Identified
cases should be submitted to VAERS. Upon enrollment, VHC staff help ensure
appropriate follow-up in coordination with the patient’s case manager (Attachment 8).

Those individuals requiring medical treatment/evaluation should be retained on
Active Duty pending resolution of the medical condition or completion of the disability
evaluation. Each Service will coordinate with the Military Medical Support Office
(MMSO) (1-888-MHS-MMSQ), as needed, to provide appropriate civilian medical
follow-up and payment arrangements for Reserve Component personnel.

To support clinicians secking multidisciplinary consultation, the MILVAX
Agency established a 24/7 toll-free number for short-notice teleconferencing. Clinicians
wishing to consult via this teleconference bridge with VHC staff and/or

12
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military cardiologists regarding optimal care should call the DoD Vaccine Clinical Call
Center at (866) 210-6469. Additional consultative support is available via e-mail at
ASKVHC@amedd.army.mil.

DoD Clinical Guidelines for Management of Adverse Events After Vaccination
offers useful advice. These clinical guidelines are available at the MILVAX Agency
Web site at www.vaccines.mil, and at the VHC Web site at www.vhcinfo.org.

Vaccinia Immune Globulin (VIG) is indicated for the treatment or modification of
certain conditions induced by the smallpox vaccine. Consultation with a board-certified
infectious disease or allergy-immunology specialist is required prior to administration.
The VHC Network will provide and coordinate professional consultation services to
optimize clinical use of VIG, and then maintain a registry of patients treated with VIG.
Long-distance consultations will be arranged via the VHC Network's Vaccine Clinical
Call Center ((866) 210-6469). An infectious disease or allergy immunologist, in
consultation with the VHC, and CDC physician, authorizes release of VIG. VIG is
requested directly from the CDC by calling the CDC Director's Emergency Operation
Center at (770) 488-7100 and request to speak with the Division of Bioterrorism
Preparedness and Response on-call person. The CDC is the release authority for VIG
(Attachment 9).

Adverse reactions from DoD-directed immunizations are line-of-duty conditions.

Immunizations are provided as part of the DoD’s Force Health Protection
program. At the time of immunization, personnel are to be provided documentation that
identifies date and location of immunization, general information on typical responses to
vaccination, common and serious adverse events, location of the nearest MTFs, and the
toll-free telephone number ((888) MHS-MMSO) of the MMSO, in the event medical
treatment is required from non-MTFs. Emergency-essential DoD civilian employees and
contractor personnel carrying out mission-cssential services are entitled to the same
treatment and necessary medical care as given to the Service members. This includes
follow-up and/or emergency medical treatment from the MTF or treatment from their
personal health care providers or non-MTFs for emergency medical care as a result of
immunizations required by their DoD employment.

When a vaccine recipient presents at an MTF, expressing a belief that the
condition for which treatment is sought is related to an immunization received during a
period of duty, the person must be examined and provided necessary medical care. Once
treatment has been rendered or the individual’s emergent condition is stabilized, Line of
Duty and/or Notice of Eligibility will be determined as soon as possible. Reserve
Component members and their family members, who seek medical attention as a result of
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adverse reactions from DoD-directed immunizations should 1) immediately seek medical
attention if an emergency and contact MMSO and their command as soon as possible, or
2) contact MMSO and their unit command for referral to the nearest treatment facility
and to ensure payment for care and entitlements.

In the case of emergency-essential civilian employees presenting to a MTF or
occupational health clinic, the initial assessment and any needed emergency care should
be provided consistent with applicable occupational health program procedures. In the
case of contractor personnel covered by the vaccination policy presenting to a military
treatment facility or occupational health clinic, Secretarial-designee authority shall be
used, consistent with applicable DoD policy, to allow an initial assessment and needed
emergency care. This policy will facilitate awareness by our medical professionals of
adverse events and provide the patient with medical expertise regarding vaccine events
not necessarily available in the civilian medical community. This use of Secretarial-
designee authority does not change the overall responsibility of the contractor under the
workers’ compensation program for all work-related illnesses, injuries, or disabilities.

A privileged health care provider and any specialists, as indicated, should
immediately evaluate any vaccinee with a serious adverse event temporally associated
with receiving smallpox vaccination.

VAERS reports shall be filed using Service reporting procedures for those events
resulting in hospital admission, lost duty time, or work of 24 hours or more, adverse
event suspected to result from contamination of a vaccine vial, or death. Further, health
care providers are encouraged to report other adverse events that in the provider's
professional judgment appear to be unexpected in nature or severity. This is to include
autoinoculation (or inadvertent infections). In other situations in which the patient
wishes a VAERS report to be submitted, the health care provider will work with the
patient to submit one without regard to causal assessment. VAERS report forms may be
obtained by accessing www.vaers.org, or by calling (800) 822-7967. The DoD forwards
all VAERS reports to the FDA and the CDC without restriction.

Adverse-event management should be thoroughly documented in medical records.
Medical record coders should use precision in coding medical encounters, noting coded
specific to the smallpox vaccine (Attachment 10). A copy of the VAERS report will be
filed in an individual's medical record after submitting the original form through DoD
reporting channels, as discussed above. Providers are encouraged to provide a copy of
the VAERS report to the patient.
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Blood Donor Deferral

Because there is a significant donor deferral period associated with smallpox
vaccination, it is critical that vaccination schedules be closely coordinated with local
military and civilian donor center collection schedules to reduce the impact on the
readiness and availability of the military blood supply. Individuals who receive the
vaccination and have no complications will be deferred from donating blood for 30 days
after vaccination and until the vaccination site is healed. Individuals with vaccine
complications will be deferred for 14 days after all vaccine complications have resolved.

Policy

These policies are effective immediately and should be communicated to
appropriate commanders, health care providers, and others involved in implementation.
If the FDA-approved labeling for the smallpox vaccine changes, corresponding aspects of
these policies will be superceded. Any recommendations from the ACIP will be taken
into account in providing vaccination and clinical care.

M/?

S. Ward Casscells, MD

Attachment:
As stated

ce:

Chief of Staff of the Army

Chief of Naval Operations

Chief of Staff of the Air Force

Commandant of the Marine Corps

Surgeon General of the Army

Surgeon General of the Navy

Surgeon General of the Air Force

Director of Health & Safety, U.S. Coast Guard
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Medication Guide
ACAM2000™

Smallpox (Vaccinia) Vaccine, Live

Please read this Medication Guide before you receive a vaccination with ACAM2000. This Guide does
not take the place of talking to your healthcare provider about ACAM2000 and the smalipox disease.

What is the most important information | should know about
the ACAM2000 smalipox vaccine?

If you are at a high risk for being exposed to smallpox, you should be vaccinated even if you
have health problems, unless you have certain problems with your immune system. People
who have health problems may have a higher chance of getting serious side effects from vaccination
but are also those who have a higher chance of dying from the smallpox disease.

ACAM2000 may cause serious heart probiems called myocarditis and pericarditis, or swelling
of the heart tissues, In studies, about 1 in every 175 persons who got the vaccine for the first time
may have experienced myocarditis and/or pericarditis. On rare occasions these conditions can result
in an irregular heart beat and death. Your chances of getting heart problems from the vaccine are
lower if you have already had this vaccine before. You can have myocarditis andfor pericarditis even
if you have no symptoms. Call your healthcare provider or get emergency help right away if you
have:

o chest pain or pressure
o0 fast or irregular heartbeat
© breathing problems
See “What are the possible side effects of ACAM20007?"

Because the vaccine has a live virus, it can spread to other parts of your body or to other
people if you touch the vaccination site and then touch other parts of your body or other
people. The vaccine virus can spread until the vaccination scab falls off (2 to 4 weeks after
vaccination). If the virus Is spread to a person who should hot get the vaccine, the side effects
can be very serious and life-threatening.

See "How do | care for the smallpox vaccination site?”

What is the ACAM200