




























Ebola Candidate Vaccine Evaluation: Adverse Events Following 
Immunization (AEFI) Prevention Form -- DRAFT 

AEFI 

Anaphylaxis 

Syncope (Fainting) 
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Description Steps for 
Prevention/Immediate 
Mana ement 

• Although anaphylaxis reactions • If symptoms develop, the 
are rare after vaccination their participant should be placed in 
immediate onset (usually within recumbent position with legs 
minutes of vaccination) and life- elevated if possible. 
threatening nature require all • Administration of intramuscular 
personnel and facilities providing epinephrine is the treatment of 
vaccinations have procedures in choice. Intramuscular (IM) 
place for anaphylaxis epinephrine should be kept 
management. readily accessible at location of 
• Rapid recognition and initiation vaccine administration 
of treatment is needed ve • The expiry date of epinephrine

ble progression should be checked before 
i r II administering. It is important to 

Symptoms include flushing, facial note that health-care workers 
edema, urt1cana, itching, swelling may misdiagnose a �yncope 
of mouth or throat, wheezing, attac14_as anaphyJaxis and _______ _ 
�yspnecl Typically, the_l?atient ____ administer epJne1?)1nne as_a pft!rt _: 
also has tachycardia; other of emergency care. If the correct 
symptoms may also occur. dose of epinephrine according to 
• Biphasic reactions where age and weight is administered 
symptoms recur 8-12 hours after via the IM route, no harm is likely 
onset of the original attack may to occur. 
happen. • Particular attention should be
• The Brighton Collaboration paid to the maintenance of the 
case definition for anaphylaxis articipant's airwa .
should be consulted for a Participant should be refe 
complete list of possible 
symptoms and signs of the 
condition, and subsequent review 
can ascertain if the case 
definition of ana h laxis is met. 
• Syncope (fainting, vasovagal • The participant should be asked
reaction) can occur after about history of fainting before
vaccination and is most common vaccination. 
among adolescents and young • All participants should be
adults. seated or lying down during 
• Of particular concern is the risk vaccination. If patients have a 
of serious secondary injuries history of fainting with shots or 
from falling, including skull procedures consider vaccinating 
fracture and cerebral them lying down, ensure they are 
hemorrhage. properly hydrated, and conduct 
• The patient may appear closer observation. 
anxious and tense with pallor, • All participants should be
and cool clammy diaphoresis, seated or lying down and
P3pid breathing, normal or slow ____ observed for at least 15 minutes __ !
heart rate and be after vaccination. , 
normo,f,ypotensivei_ ________________ ------------------------------------ i

Comment IFTDSJ: Or clinical 
f manifestations of shock including loss of 
i consciousness 

j ( Comment ffTDSJ: Vasovagal syncope. 

Comment ldwvl: Good that you do not 
. , ,,, 
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/ need to be set up to treat cardiovascular 
I collapse but only to prevent it with IM 
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Comment [FTDSJ: Difficulty in 
:: :,, ' 

: ! 
: breathing or hyperventilation 

: :
/ Comment ffTDSI; Also limb jerking 
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/, (often misinterpreted as a seizure or 
/ convulsion) 
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Ebola Candidate Vaccine Evaluation: Adverse Events Following 
Immunization (AEFI) Prevention Form -- DRAFT 

AEFI Description 

Infections related • Vaccine providers should follow
to Injection appropriate precautions to

minimize risk for injection site
infections, self-injury and spread
of disease.
• Needles and syringes used for
vaccination must be sterile and 
disposable. Infection at the 
injection site may be due to lack 
of awareness about proper 
injection protocol. 
• Vaccinator's careful attention to
strict hand hygiene and skin
disinfection prior to injection can
prevent infection by skin
colonizing bacteria (e.g.,
Staphylococcus aureus). Be sure 
to clean hands immediately 
before handling the medication. 
• Injection-site infections may 
also result because of improper
reuse of single-dose vials which 
may contain slight excess of the
vaccine following use for a single
participant. Do not save leftover
medication in them after use as
harmful bacteria can grow and 
infect a participant.
• Draw up vaccine in a clean
medication preparation area.
Read the vial label carefully 
before use and check the 
expiration date.
• Vaccine vials for Ebola vaccine
do not contain preservative.
Follow the manufacturer
recommended times for using the
vaccine after it is thawed. These
vials should not be used if at any
time vial sterility is in question.
Vaccine doses should not be
drawn into a syringe until
immediately before
administration. Unused syringes
filled by end user (not by the
manufacturer) should be 
discarded at the end of the clinic 
day. 
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Steps for 
Prevention/Immediate 
Manaaement 
Before the procedure 

•Vaccinators should cleanse
their hands with alcohol-
based antiseptic hand rub
or wash hands with soap 
and water before handling
vaccine vials, preparing
vaccine and between each
participant contact.

•Carefully read the label of 
the vaccine vial.

•If vial says single use and
has been accessed (needle
punctured) throw it away.

•If vial says multiple-dose,
double check the expiration
date and the (:>eyond-use
dat�if it was_[>reviously ______ :
opened and visually inspect 
it to ensure no visible
contamination. These vials
should be discarded when
the beyond-use date has
been reached or at any time
if the sterility of the vial is in
question. Check the
manufacturer instructions 
for use.

• The injection site should be
cleaned with soap and
water or a single-use
alcohol swab prior to
injection to reduce risk of
infection.

During and after the procedure 

•Use aseptic technique.
•A new needle and syringe
should be used for each
injection. 

•Disinfect the top of vaccine
vial by rubbing the rubber
stopper with alcohol. 

•Changing needles between
drawing vaccine from the
vial and injecting into the
patient is not necessary
unless the needle has been
damaaed or contaminated.

Comment (dwv]: Does "beyond-use 
: date" refer to multi-use? Using after 
/ opened? If multi-dose may be a matter of 

f hours rather than a date. TBD. 

j 
I 

! 
! 
! 
I 

j 
! 
• 
. 
. 

!
! 



Ebola Candidate Vaccine Evaluation: Adverse Events Following 
Immunization (AEFI) Prevention Form -- DRAFT 

AEFI Description Steps for 
Prevention/Immediate 
Management 

• To prevent inadvertent
needle-stick injury or reuse,
used needles should not be
recapped and needles and
syringes should be
discarded immediately in
puncture-proof containers
located in the same room
where the vaccine is
administered. Discard all
used needles and syringes
and single-use vials after
the procedure is over.

• Multiple-dose vials should
be discarded when the
beyond use date has been
reached or any time vial
sterility is in question.
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