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SUBJECT: Policy on Clinical Issues Related to Anthrax Vaccination

This memorandum establishes policy on medical issues involvmg anthrax vaccination:
dosmg schedule; education materials; medical screening before immunization; pregnancy
screening; injection-site selection; medical exemptions; and adverse events management.

Dosage Schedule

As stated in all previous Anthrax Vaccine Immunization Program (A VIP) policies, full
immunization requires six doses administered at proper intervals: 0, 2, and 4 weeks, and 6, 12,
and 18 months. Annual boosters are given to sustain immunity. This is the only dosage
schedule approved by the Food & Drug Administration (FDA) at this time. Do not administer
anthrax vaccine on a compressed or accelerated schedule.

Take reasonable steps to ensure that shots are given on or as soon after recommended
dates as possible. Encourage commanders to remind personnel about upcoming shots and recall
people who do not appear as scheduled. Accurate documentation in both individual medical
records and automated immunization tracking systems is required. Encourage commanders to
pay special attention to umts with a significant fraction of personnel more than 30 days late for

vaccination.

Whenever a vaccine dose is received after a scheduled date, base the date for the next
shot on the interval between doses. For anthrax vaccine, the approved dosing intervals are: two
weeks between doses 1 and 2; two weeks between doses 2 and 3; five months between doses 3
and 4; six months between doses 4 and 5; and six months between doses 5 and 6. For example,
if dose 3 is received three weeks after dose 2 (rather than the normally scheduled two weeks),
dose 4 should still be given five months after dose 3. Any dose administered one or more days
earlier than the date of the prescribed minimal interval will not be considered valid.

Personnel whose vaccination series was interrupted during the previous AVIP slowdown
will not need to repeat any doses already received in the vaccine series or receive extra doses.
Rather, they will resume the vaccination schedule from the point of deferment (subject to any
applicable medical or administrative exemption). This guidance is consistent with the best
practice of medicine, guidance of the Centers for Disease Control and Prevention’s Advisory
Committee on Immunization Practices (ACIP) and consultation with the FDA. This DoD policy
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supercedes the DoD Policy for Deviation from Anthrax Vaccine Immunization Schedule, dated
11 September 1998.

Educational Materials

Educational materials provided to all personnel before anthrax vaccination shall address
the benefits, side effects, and other medical information concerning the vaccine. For personnel
for whom the dosing schedule was interrupted, the educational materials shall include
information on the interruption and the deferred dosing schedule.

Medical Screening Before Immunization

The national standard of practice for all immunizations, including the anthrax vaccine,
shall be adhered to when immunizing personnel. This includes medical screening prior to
immunization. Education and screening shall be conducted for medical conditions for which
immunization deferral or further medical evaluation before immunization is indicated. A sample

screening questionnaire is provided at Example 1.

Pregnancy Screening

DoD policy is to defer routine anthrax vaccinations until after pregnancy. In accordance
with FDA and ACIP recommendations, all efforts will be taken to avoid unintended vaccination
during pregnancy. All immunization clinics and providers will display in a prominent place
written warning against unintentionally vaccinating pregnant women. This warning shall be
visible during the screening process. Women of childbearing age are to be questioned/screened
for pregnancy prior to receiving immunizations. Women who are uncertain about pregnancy
status shall be medically evaluated for pregnancy prior to immunization IAW service policies.

Iniection-Site Selection

The Anthrax Vaccine Expert Committee (AVEC), an independent civilian review panel,
evaluates all reports submitted to the Vaccine Adverse Event Reporting System (VAERS)
involving anthrax vaccine. This committee identified several reports related to ulnar nerve
irritation that may be prevented through a choice of site injection. The committee concluded that
subcutaneous (SC) injections given over the triceps muscle may result in localized inflammation,
that could compress the nearby ulnar nerve and produce temporary paresthesia (i.e., numbnress,

tingling).

The preferred injection site is the subcutaneous tissue over the deltoid muscle. This
minimizes the chance of temporary paresthesias. Most people have sufficient SC tissue over the
deltoid for proper SC deposition of the vaccine. Unusually lean people might avoid injection-
site reactions by vaccination in the anterolateral thigh. Additionally, providers should rotate
injection sites. As always, appropriate clinical judgement is warranted.

Medical Exemptions

“The vast majority of individuals will complete the vaccine series though some may
experience minor side effects. Some individuals will have either acute or chronic pre-existing
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conditions that may warrant medical exemption from anthrax vaccination. Furthermore, a small
proportion of individuals will develop a more serious reaction during the vaccination series that
may warrant medical exemptions, temporary and permanent, from anthrax vaccination.

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 assessment.

The two most common medical exemptions utilized are medical temporary (MT) and
medical permanent (MP).

Temporary medical exemptions are warranted when a provider has a concern about the
safety of continued immunizations. Examples of situations that warrant a temporary medical
exemption are listed below:

1. Immunosuppressive Therapy. Individuals receiving systemic corticosteroid
therapy, other immunosuppressive drug therapies, or radiation therapy may be in a state
of temporary immunodeficiency. Because they may not respond fully to vaccination,
defer these individuals from receiving the anthrax vaccine until immune function returns,

as clinically appropriate.

2. Acute Situations. Serious acute diseases, post-surgical situations, or acute
injuries potentially may warrant temporary vaccination deferment, if immune response to
vaccination might be impaired or adverse events affected. This includes acute febrile
illnesses. Vaccinations may resume when clinically appropriate.

3. Pregnancy. Under normal circumstances, defer anthrax vaccine until after
pregnancy. Anthrax immunization is largely based on occupational risk, therefore
vaccination should resume with full assumption of duties following pregnancy, unless a
longer postpartum interval is clinically indicated. Breast-feeding is not a contraindication

to any immunization.

4. Other Conditions. In situations where a medical condition is being evaluated
or treated, a temporary deferral of anthrax vaccination may be warranted, up to 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 that the risk of continued immunization is not justified. Examples
of situations, which warrant a permanent medical exemption, are listed below:

I. Severe reaction after a previous anthrax vaccination, such that additional doses
would pose an undue risk to the vaccine recipient.

2. Human immunodeficiency virus (HIV) infection or other chronic immune
deficiencies.



3. Evidence of immunity based on serologic antibody tests or documented
previous anthrax infection.

If the situation changes, a permanent medical exemption can be removed by a provider
experienced in vaccine safety assessment.

If an individual’s clinical case is complex or not readily definable, consult an appropriate
medical specialist with vaccine safety assessment expertise, before a permanent medical
exemption is granted. In addition, the original health care provider may consult with physicians
located at the Vaccine Healthcare Center Network, DoD’s vaccine centers of excellence. If a
permanent medical exemption is indicated, appropriate DoD and Service policies will be pursued
for granting such exemptions. Service members who disagree with a given provider or
consultant's recommendations regarding an exemption may be referred for a second opinion to a
provider experienced in vaccine adverse-event management. Medical records will be accurately
and appropriately annotated pertaining to any temporary or permanent medical exemptions.
When no longer clinically warranted, medical exemptions will be revoked.

If a patient disagrees with an initial medical decision or diagnosis, he or she may request
a second opinion at the next higher medical treatment facility. If the second opinion is one with
which the patient again disagrees, he or she may be referred directly to the Vaccine Healthcare

Center Network.

Each military treatment facility will assist Service members in obtaining appropriate
specialty consultations expeditiously and assist in resolving patient difficulties. 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. The
following medical exemption codes relate to all vaccines. A Vaccine Adverse Event Reporting
System (VAERS) report should be filed for any permanent medical exemption due to a vaccine
related adverse event. '

Medical Exemption Codes:

Code | Meaning Explanation or Example Duration
MI Medical, Evidence of immunity (e.g., sgrolog}c antibody test); Indefinite
Immune documented previous anthrax infection
Medical Severe adverse reaction after immunization (e.g.,
MR Reeac t(;ve, anaphylaxis). Code can be reversed if an alternate form of | Indefinite
prophylaxis is available. Probably warrants VAERS report
Medical, Pregnangy, hospitalization, temporary immune Specified
MT suppression, convalescent leave, any temporary .
Temporary Lo . o period
contraindication to immunization
MP Medical, HIV mfeptxon, pre-existing alllergy, permanent immune Indefinite
Permanent | suppression. Can be reversed if the condition changes.
MD Medl.cal, Decl}natlon f)f'optlongi vaccines (not applicable to anthrax Indefinite
Declined vaccine), religious waivers
MS Medical, Exempt due to lack of vaccine supply Indefinite
Supply




Adverse Events Management

As with any vaccine, some individuals receiving anthrax vaccine will experience side
effects or adverse events. Experience has shown that serious adverse events are no more likely
with anthrax vaccine than with other commonly administered vaccines.

The attached clinical guidelines offer advice for managing adverse events that may occur
after vaccination with any vaccine. These clinical guidelines are also available on the DoD AVIP
web site at www.anthrax.osd.mil.

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

Immunizations are provided as part of the Department’s Total Force Protection program.
At the time of immunization, personnel are to be provided documentation that identifies date and
location of immunization, general information on expected adverse events, location of the
nearest military treatment facilities (MTFs), a toll free 24-hour medical provider assistance line,
and the toll free telephone number of the Military Medical Support Office, in the event medical
treatment is required from non-military treatment facilities. Emergency essential DoD U.S.
civilian employees and contractor personnel carrying out mission essential 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
healthcare providers or non-military treatment facilities for emergency medical care as a result of
immunizations required by their DoD employment.

Whenever a Service member 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
member must be examined and provided necessary medical care. Once treatment has been
rendered or the individual’s emergent condition is stabilized, a Line of Duty and/or Notice of
Eligibility will be determined as soon as possible. Reserve Component members, who seek
medical attention from their personal healthcare providers, or any non-military treatment facility,
must ensure that the Military Medical Support Office is notified as soon as possible.

In the case of Emergency-Essential civilian employees presenting to a military treatment
facility 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 anthrax vaccination policy presenting to a military
medical treatment facility or occupational health clinic, Secretarial designee authority shall be
used, consistent with applicable Military Department policy, to allow an initial assessment and
any needed emergency care. This policy will facilitate awareness by our medical professionals
of adverse events and provide to the patient medical expertise regarding anthrax 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 workers’
compensation program for all work-related illnesses, injuries, or disabilities.

As provided in HA Policy No. 99-031, Policy for Reporting Adverse Events Associated
with the Anthrax Vaccine, 15 October 1999, any serious adverse event temporally associated
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with receipt of a dose of anthrax vaccine should be immediately evaluated by a privileged health-
care provider and any specialists, as indicated.

Vaccine Adverse Event Reporting System (VAERS) reports shall be filed using Service
reporting procedures for those events resulting in hospital admission or lost duty time or work of
24 hours or more or from those events suspected to have resulted from contamination of a
vaccine vial. 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. 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. VAERS report forms may be obtained by accessing
either the AVIP web site or www.vaers.org or by calling the VAERS at 1-800-822-7967.

Adverse-event management should be thoroughly documented in medical records. 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.

These policies are effective immediately and should be communicated to appropriate
commanders, health-care providers, and others involved in the implementation of the AVIP.

W:MMWJW&M.

William Winkenwerder, Jr., MD

Attachments:
As stated

cc:
Chief of Staff of the Army

Chief of Naval Operations
Commandant of the Marine Corps
Chief of Staff of the Air Force
Surgeon General of the Army
Surgeon General of the Navy
Surgeon General of the Air Force



CLINICAL GUIDELINES
FOR MANAGING ADVERSE EVENTS AFTER VACCINATION

July 2002 edition

1. Purpose: To help medical personnel individually manage and document adverse events after
vaccination. Based on clinical experience with adverse-drug-reaction management and with
vaccines in general, this document offers treatment and reporting recommendations. Adapt these
guidelines to individual clinical cases, according to the judgment and scope-of-practice of the

health-care provider.

2. Adverse Events After Vaccination: Most people tolerate vaccination without significant side
effects. But adverse events may occur after vaccination, sometimes requiring treatment to relieve
symptoms. Although many side effects respond to seif-medication, people experiencing an
adverse event should advise a health-care provider before the next dose of the same vaccine.
Several studies indicate that women are more likely than men to experience temporary injection-
site reactions and systemic symptoms that typically resolve on their own.

a. Injection-site reactions, such as redness and swelling. These reactions are not unusual.
Antibiotics are not typically warranted to treat injection-site reactions. Anthrax vaccine,
administered subcutaneously (SC), is associated with a high frequency of nodules (also called
knots or lumps). Although mild to moderate local reactions can be self-medicated, worsening
local reactions should be reported to a health-care provider and documented in the medical

record, before the next dose.

b. Systemic events such as immediate hypersensitivity, fever, or muscle aches. Systemic events
are less common than injection-site reactions, and may or may not be caused by the vaccine.
Systemic events may appear later after vaccination than injection-site reactions.

c. Vaccination and the differential diagnosis. Some events are caused by vaccination. Others
simply coincide in time and may be unrelated to the vaccine. The frequency of the events listed
in the attached tables is not uniform. Some are common, while others are rare, if they occur at
all. Events may occur that are not listed. Regardless, it is paramount for health-care providers to
provide the best care possible for the person in need, regardless of causality. Identify and
document clinical problems that follow vaccination before the next dose. Vaccination should be
considered in the differential diagnosis, as clinically appropriate. When planning future actions,
assess the risk-benefit ratio for continued vaccination versus medical exemption.

d. Additional evaluations. While most adverse events after vaccination require no treatment,
some people may need further evaluation, therapy, and/or exemption from further doses of the
vaccine. Document all adverse events requiring pre-vaccination treatment, post-vaccination
treatment, relief from work, hospitalization, or other medical care on the Service’s clinical-

encounter form. Report as discussed below.



3. Treatment Guidelines: See algorithms depicted in Figures 1, 2, and 3, plus companion
tables with text-based details. Based on published literature and clinical experience, these
guidelines are divided into two major groups: injection-site reactions and systemic events.
Consider relevant footnotes. Patients may present with symptoms corresponding to more than

one category.

4. VAERS Reporting:

a. Adverse events after vaccination are reported to the Vaccine Adverse Event Reporting
System (VAERS) using the official VAERS form. DoD and the Coast Guard require submission
of a VAERS report, at a minimum, for adverse events after vaccination that involve
hospitalization, a life-threatening event (such as anaphylaxis), loss of duty of 24 hours or longer,
or an event related to suspected contamination of a vaccine vial. These are minimum
requirements. The Department encourages clinicians to report all other clinically relevant
adverse events after administration of any vaccine or medication to VAERS or MedWatch.

b. Clinicians who file a VAERS report are not making a determination that the two events are
linked in a cause-and-effect manner. Ideally, initial VAERS forms should be submitted by
primary-care providers, with follow-up VAERS forms filed by subspecialists as additional
information comes to light. Anyone identifying a qualifying case, and uncertain whether a
VAERS report was submitted previously, should submit one.

c. If the patient considers his or her adverse event significant and due to the vaccine, the
clinician should file a VAERS report. Vaccine recipients may complete VAERS forms
themselves and submit them directly to the Food & Drug Administration (FDA). Reporting by a
health-care provider is preferred, to enhance the quality and completeness of the clinical data

reported.

d. VAERS forms may be downloaded from the Service surveillance centers, or from
www.anthrax.mil/vaers/vaers.htm. Additionally, one may obtain VAERS forms by contacting
VAERS at 1-800-822-7967 or www.vaers.org.

e. Attach pertinent information from the vaccine recipient’s medical record to the VAERS
report. Forward the original VAERS form and attachments to VAERS, P.O. Box 1100,
Rockville, MD 20849-1100. At the same time, send a copy of the VAERS report and
attachments through the local Preventive Medicine or Preventive Health Officer, as applicable, to
the Service surveillance center (Annex A). Reports also should be submitted to the local
pharmacy-and-therapeutics (P&T) committee, because institutions have an accreditation
requirement to encourage adverse-drug-reaction reporting. Do not delay reporting while
awaiting a P&T committee meeting. Pharmacists can assist in filing VAERS reports.

f. The Department of Defense forwards all VAERS reports to the FDA and the Centers for
Disease Control & Prevention (CDC) without screening or restriction. VAERS reports on
anthrax vaccine are reviewed for causality by the FDA and CDC, as well as an independent
civilian committee, known as the Anthrax Vaccine Expert Committee (AVEC), under the
auspices of the U.S. Department of Health and Human Services.



5. Medical and Administrative Exemptions

a. Good medical practices for the management of an adverse drug reaction apply to the
evaluation of any adverse event after vaccination. Good medical practices also apply to the
medical-decision process for granting exemptions or continuing to vaccinate in the face of an
adverse event potentially linked to vaccine administration.

b. The primary-care provider may grant indefinite medical exemptions. However, if
additional clinical consultation is needed to assess a patient’s condition, the primary-care
provider should perform the initial clinical work-up appropriate to the presenting symptoms.
Under these conditions, primary-care providers may grant a temporary medical exemption
pending the results of a referral to a subspecialist appropriate to the individual’s clinical
condition {e.g., dermatology, neurology, otolaryngology, rheumatology, allergy/immunology).
Multidisciplinary consultations may be appropriate in some circumstances.

c. Subspecialists may grant indefinite medical exemptions. Return to primary-care
providers is not required if the referring subspecialist deems an indefinite medical exemption is

warranted.

d. Granting administrative exemptions is a non-medical function, usually controlled by an
individual’s unit. Granting medical exemptions is a medical function performed by a
credentialed health-care provider. Medical exemptions should be applied only when medically
warranted. If the case is complex or not readily definable, a clinical summary should be sent to
the regional clinical subject matter expert or group for review. Medical records of Service
members who disagree with a given provider or consultant’s recommendations regarding the
exemption should be referred for a second opinion to a provider or consultant group with
experience in vaccine adverse reaction management. Review exemptions periodically to confirm

continued applicability.

Use the following exemption codes for electronic tracking of vaccinations. These codes may
also be available in Service automated immunization tracking systems.

Medical Exemption Codes:

Code | Meaning Explanation or Example Duration
Medical, Evidence of immunity (e.g., serologic antibody test); .

Ml Immune documented previous infection (e.g., chickenpox) Indefinite

Severe adverse reaction after immunization (e.g.,

MR Ir\éei’gi anaphylaxis). Code can be reversed if an alterpate form of | Indefinite
prophylaxis is available. Probably warrants VAERS report
Medical, Pregnanc_y, hospitalization, temporary immune Specified
MT Temporar suppression, convalescent leave, any temporary riod
POTATY | ontraindication to immunization pe
MP Medical, HIV fnfection, pre-existing allergy, permanent immune Indefinite

Permanent suppression. Can be reversed if the condition changes.




Medical, Declination of optional vaccines (not applicable to anthrax .
MD Declined vaccine), religious waivers Tndefinite
MS Medical, Exempt due to lack of vaccine suppl Indefinit

Supply p e suppiy efinite

7. Acknowledgements & Revisions:

a. This revision, the second edition of these guidelines, is issued by the Anthrax Vaccine
Immunization Program (AVIP) Agency, within the Office of The Army Surgeon General, Falls
Church, Virginia. The guidelines were developed based on published literature and clinical
consensus, beginning at the Biological Warfare Defense Immunizations Conference, 25-27 May
1999. The major authors of this document are LTC Phillip Pittman, COL Renata Engler, LTC
Bryan Martin, LTC John Grabenstein, along with clinicians from the medical departments of the
U.S. Army, Navy, Marine Corps, Air Force, and Coast Guard.

b. This document will be revised periodically, based on clinical experience and epidemiological
data. This document provides general guidelines to adapt to individual clinical cases, according
to the judgment and scope-of-practice of each health-care provider.

c. Forward suggestions for improvements to this document to: Office of the Assistant Secretary
of Defense for Health Affairs, Force Health Protection & Readiness, 1200 Pentagon, Washington
DC 20301-1200. Medical command channels will disseminate revisions periodically; they will
also be available at the AVIP website, www.anthrax.mil.
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Annex A. Service Surveillance Centers

Army Medical Surveillance Activity

Bldg T-20, Rm 213 (Attn: MCHB-EDS)
6825 16th Street, N.-W.

Washington, DC 20307-5000

Phone: 202-782-0471 (DSN 662)

Fax: 202-782-0612
http://amsa.army.mil/AMSA/amsa_home.htm

Navy Environmental Health Center

620 John Paul Jones Circle

Suite 110

Portsmouth, VA 23708-2103

Phone: 757-953-0700 (DSN 377), after hours 757-621-1967
Fax: 757- 953-0685

http://www-nehc.med.navy.mil/

Air Force Force Health Protection and Surveiilance Branch

Institute for Environment, Safety and Occupational Health (ESOH) Risk Analysis
2513 Kennedy Circle

Brooks AFB, TX 78235-5123

Phone: 210-536-5454 (DSN 240)

Fax: 210-536-6841

http://www.afms.mil/afiera/

Coast Guard Headquarters Directorate of Health and Safety
Commandant (G-WKH)

2100 Second Street SW

Washington, DC 20593

Phone: 202-267-1098

Fax: 202-267-46835



IMMUNIZATION SERVICES: SCREENING QUESTIONNAIRE
Please answer the questions below by checking the appropriate boxes (Yes, No or Don’t

Know).
Your careful responses will help us determine which vaccines may be safely given in the clinic today. If the question is not clear,

please ask a nurse or doctor to explain it.

Item Number Question or Educational Point of Information Yes No Don’t
Know
1 Are you sick today?
Do you have a fever today?
3 Do you have allergies: Egg?___ Thimersol? ___
Neomycin? ____ Gelatin? ___ Rubber/Latex? _____
Drugs? Preservatives/Other?
4 Do you have a history of adverse reactions to ANY

vaccines? If yes, please ask for adverse reaction questionnaire
from the front desk.

5 Do you take a blood thinner like Coumadin AND/OR do you
(does the child/patient) have a bleeding problem?
6 Do you have a chronic illness such as: chronic

heart/lung/liver/kidney or skin disease, diabetes, sickle cell, or
had your spleen removed, G6PD, frequent infections?
Please indicate:

7 Do you (or anyone living with you or other close contact)
have cancer, leukemia, HIV/AIDS, transplantation, or any
other immune system problem or chronic skin disease,
rash or eczema, atopoic dermatitis?

Please indicate:

8 Have you (taken cortisone, prednisone, other steroids,
anticancer drugs, or x-ray treatments in the past 3
months?

9 Have you received a transfusion of blood or plasma, or
been given a medicine called immune (gamma) giobulin in
the past year?

10 Could you be pregnant?

Last menstrual period?

11 Is there a chance that you could become pregnant in the
next month?

12 Have you received any vaccinations in the past 4 weeks?

13 If yes, indicate (Example: MMR-measles, mumps, ruebella-

.variceila/chicken pox, yellow fever, smallpox, anthrax, polio
by mouth, other):

14 Have you had a seizure, brain or psychiatric probiem?

15 Are you here today to receive the next shot in a series?

16 If so, please indicate which series? Anthrax ___
Hepatitis A __Hepatitis B __JEV __ Rabies ____
Other ___

17 Are you traveling abroad?

i8 If yes, indicate departure date and countries

Date:

Patient Signature:




CLINIC USE: Reviewing Provider: Date

Cleared for Immunization
Not cleared for Immunization

Other

Example 1. Sample Immunization Screening Questionnaire
Thank you for completing the following questionnaire regarding your experience with a prior vaccine. Please
check YES if you have had the type of reaction described afier receiving any prior vaccine. If the reaction occurred
after a vaccine administered as a series indicate which dose by entering the dose number at column D#__

Information Elements YES | NO | b¥__ | D# __

1 Vaccine: Date Administered:

2 Indicate in which arm shot was received (R = right or L = left)

3 | Did you receive educational printed material and/or a verbal briefing about
the vaccine prior to the series and/or specific doses?

4 Local Reaction at the Site of the Shot
s Painfreaction limiting motion lasting for hours
e Redness less than 5 cm (< 2 inches) lasting for hours
e Redness more than 5 cm lasting for hours
e Redness more than 12 cm (> 4 inches) lasting for hours
¢  Swelling extending from the upper arm to below the clbow and lasting

for hours
« [Irching at the site of the shot lasting hours
o Knot or lump at the site lasting for
e Any other local reactions:
e Joint swelling or stiffness lasting more than 12 hours in the shot arm

5 Generalized Reaction: Immediate (within 60 minutes of the shot)

o  (eneralized itching and/or hives

¢  Shortness of breath, asthma, chest tightness

® Loss of consciousness, low blood pressure

¢  Acute iliness:

¢ Did you receive emergency or immediate treatment?

6 | Generalized Reaction: Prolonged and Delayed in Onset. If none, Check NO
s  Generally feeling bad for more than a few hours: hours
®  Chills or Fever: How high?

e Fatigue lasting more than a few hours: hours

» Headaches:

¢ Generalized muscle aches lasting hours

s Joint aches lasting hours

o Dizziness or light-headedness lasting hours

» Nausea and/or poor appetite lasting hours

e Abdominal cramping and/or diarrhea lasting hours
s Ringing in the ears lasting hours
= Numbness or tingling or sharp pains lasting hours
e Swollen and/or tender lymph glands lasting hours
e  Generalized rashes and/or hives persisting for hours

7 Impact: None, (able to work, exercise, recreate) check NO. If YES, indicate:
Missed work: Yes No Days:

Missed PT: Yes No Days:

8 How severe was your reaction compared to other vaccines you have
received? Scale 1-§ with 5§ = Most severe reaction

Date

Name
Age (at time of reaction to shot)

Sex: _




Ori BACK of SHEET: Indicate if seen by a physician and whether or not symptoms have resolved completely.
PLEASE return this form to the Allergy-Immunology Clinic

Example 1a. Sample Adverse Event to Previous Immunization Questionnaire



MANAGING ADVERSE EVENTS AFTER VACCINATION
Service Member Receives Vaccine

*If in yeliow or red zone, avoid simultaneous administration with other vaccines.

MODERATE
LOCAL REACTION:
Redness 50-120mm

diameter, pain,
swelling, itching;
lump / nodule;
numbness, tingling;
burning (LR4, LR7)*

Document.
Educate.

Treat within first24 h
with topical
corticosteroids,
antihistamines,
+/- NSAIDs for pain.!?
Avoid strenuous
exercise.

Educate. Ta
Consider col
with next lev

Treat sym
Steroids, ant

For moderate reaction,
next dose, consideris
pretreatment,-?37 ¢

If reactions to later dose

If reactions recur, persi
Reevaluate, conside
pending consultatio

Clinical guidelines for managing adverse events after vaccination: Version February 2001. This
document provides general guidance, to adapt to individual clinical cases. Use with companion tables.
Patients may present with symptoms corresponding to more than one category. Revisions to this document
will be disseminated via medical command channels and posted on AVIP site, www.anthrax.osd.mil. The
probability of events on this chart is not uniform: some are quite common and some are rare. See cover
sheet for details. .

Submit Form VAERS-1 as warranted. Must be submitted for hospitalization, loss of duty > 24 h, or suspected viat

contamination. Other events may also be reported. Presumption of causation is not required to submit Form
VAERS-1. Forms available at www.anthrax.osd.mil/vaers/vaers.htm.

Figure 1. Managing Adverse Events After Vaccination



MANAGING ADVERSE EVENTS AFTER VACCINATION
Service Member Receives Vaccine

“If in yellow or red zone, avoid simultaneous administration with other vaccines.

) : ch 3,  irhinorrhea, | abd

! " myalgia/arthralgia, {congestion, gas,
malaisefatigue, isore throat. | indigestion.
light-headedness, :
headache (SE2a) | (SE17) (SES5, SE18)
(but not SE17 or 18) :

Severe / prolonged:
>96horT>102.5 or 104°F (f

E3)*

]

. S——

ate event(s), continue.
consider issues of
oute,® or interval.®
se, continue series.
vorsen: Reevaluate;
ry exemption and
ending consuitation.

Clinical guidelines for managing adverse events after vaccination: Version February 2001. This
document provides general guidance, to adapt to individual clinical cases. Use with companion tables.
Patients may present with symptoms corresponding to more than one category. Revisions to this document
will be disseminated via medical command channels and posted on AVIP site, www.anthrax.osd.mil. The
probability of events on this chart is not uniform: some are quite common and some are rare. See cover

sheet for details.

Submit Form VAERS-1 as warranted. Must be submitted for hospitalization, loss of duty > 24 h, or suspected vial
contamination. Other events may also be reported. Presumption of causation is not required to submit Form
VAERS-1. Forms available at www.anthrax.osd.mil/vaers/vaers.htm.

Figure 2. Managing Adverse Events After Vaccination




“If in yellow or red zone, avoid simuitaneous administration with other vaccines.
(proof copy,

2 Feb 01)

Other skin
Focal or

exemption,
warranted

Clinical guidelines for managing adverse events after vaccination: Version February 2001. This
document provides general guidance, to adapt to individual clinical cases. Use with companion tables.
Patients may present with symptoms corresponding to more than one category. Revisions to this document
will be disseminated via medical command channels and posted on AVIP site, www.anthrax.osd.mil. The
probability of events on this chart is not uniform: some are quite common and some are rare. See cover

sheet for details.

Submit Form VAERS-1 as warranted. Must be submitted for hospitalization, loss of duty > 24 h, or suspected vial
contamination. Other events may also be reported. Presumption of causation is not required to submit Form

VAERS-1. Forms available at www.anthrax.osd.mil/vaers/vaers.htm.

Figure 3. Managing Adverse Events After Vaccination
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