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March 31,2022

On behalfofthe Clinical Immunization Safety Office (CISA) Project, thank you for the
opportunity to review the case of your FER WH pen who was diagnosed with IEEIEN
EEE following receipt of two doses of the Moderna COVID-19 mRNA vaccine. CISA
‘was asked to review the case to assess whether the diagnosis was correct,ifreceiptofthe
Moderna COVID-19 mRNA vaccine might have caused or contributed to the adverse event
following immunization (AEFI), and to provide guidance regarding future vaccinations.

As part ofour mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national clinical research network that provides healthcare providers with expert
opinions on adverse evens following immunizations. This case was reviewed on March 9, 2022
by the CISA Clinical Consultation Case Review Working Group, which includes vaccine safety
experts, as well as subject matter experts (SME) in| ES

“The following questions were posed:
1. Is the diagnosis correct?
2. Did the vaccine cause or contribute to the AEFI?
3. What is CISA guidance regarding future COVID-19 vaccines for this patient?
4. Is any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMEs reviewed available evidence, including the patient's
‘medical and family history, vaccine safety literature, and Vaccine Adverse Event Reporting
Systems (VAERS) search results, and package insert information on the Moderna COVID-19
mRNA vaccine.

The SMEs agreed that |SESE12s the diagnosis and assessed whether the
diagnosis was causally related to the receipt of the Moderna COVID-19 vaccine using the
causality algorithm (see diagram and reference below). On our call, the applicationofthe
causality algorithm resulted in “Indeterminate” because there was not definitive evidence for
another cause. Although the temporal association between the patient'sJEEEGEGEGSGE_GGEGI
EEE ENS + ciscusscd as plausible evidence for another cause.

Upon further reviewof the published literature after the consultation, CISA SMEs identified
additional references supporting the assessment thatENEMIESou1d cause these
symptoms. We have attached two additional references supporting the assessment that [SEE



IccosISTcC15ANESME
commented that upon further consideration ofthe case, he has become more convinced that
ISS «ry WIi csof he pens symptoms We
have reassessed the causality of this case using the CISA causality algorithm (attached below)
and have determined this adverse event as “Inconsistent with causal association.”

In addition, the SMEs agreed that the patient should receive future vaccination with a COVID-19
booster vacine. It was felt the patient's risk for serious illness and SEEEIEevents with
COVID-19 disease outweighed the potential risks of the vaccine. Current CDC recommendations
do not contraindicate a booster mRNA vaccinefor this patient * If the patient prefers vaccination
with a non-mRNA vaccine, one CISA SME noted that the protein-based Novavax vaccine is
currently under review for Emergency Use Authorization by the FDA and, if approved for future
use, may be appropriate since Mis currently |

Regarding the questionofadditional testing, the CISA {SEESME on the call opined that
additional testing would be dependent on the course of the patient's illness. Ifthe patient
contin (0 improve on dy NESE th CISA JERESME dd ot ink sions
diagnostic workup would be warranted. However, he did note that this guidance is dependent on
heher veINES1. 1] an i
interpretation of these was done by a ISSSEESIREEih cxpertise in this arca. He would also
suggest continuing to follow thepatient's JEievel overtime.

‘We hope that we have fully addressed your questions and concerns. Please feel free to contact us
iff you have any further questions or need to consult us in the future. We have included in the
bodyof the email accompanying this letter,a link toa survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent within the next three months to
assess whether the patient has received additional vaccines and how{?folerated them

Sincerely,



Disclaimer.
The findings and conclusions in this report are those of the subject matter experts and do not necessarily
represent the official position of the Centers for Disease Control and Prevention. Advice from CDCand
CISA experts is meant 0 asist in decision-making rather than provide direct patient management. Patient
management decisions arethe responsibilty of the treating healthcare provider
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May 23,2022

Os beat of the Clinical Immunization Safety Assesment (CISA) Pret tl you forte
portunityo review the cae of you SRS ERE act ho hc.NERYRRR in recip of the fra G0 OR Htet COVID. 10 vaccine on API 2021 CISA was
pT ARR i
his cane, i ecipt of th lser COVID.19 ih hve caused or conibute to he adverse cnet
following immunization (AEFI), and to provide guidance regarding future vaccinations.

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA is
I
following immunizations (AEFD, This case was reviewed an April 11 2023 by the CISA Clinical
Conlon Case Review Working Group, which incdes vackin sey experts, a wel as subiet
matters experts (SME) in
The ollowing pentane were pose

1 Whats the dingo?
2. Did the vaccine(s) cause or contribute to the AEFI?

5 Whit CISA guidance reading ure vaccines for this patent?
i COVID vaccines?
3 Roser

4. 1s any addon esting warranted?
5 When to schedule allow up?



CISA vaccine safety and other SMEs reviewed available evidence, including the patient's medical and

family history, vaccine safety literature, and Vaccine Adverse Event Reporting Systems (VAERS)eich el, and pack crt mioaton on th PiesCOVIDS sacine.
A full review of the patient's history and current condition was presented to the team. A discussion of
the differential diagnosis of the patient's initial symptoms SSSIcnsucd. Tt was felt that

rrmmPT
me
TTT
considered basedor.

(definition included in link), and [definition included in link).

— BORNTe Reh
[820 Fonditions were also discussed. At this time, the patient docs nol meet criteria tor

“which may be seen in asociaton with thd I SE§timar06]
ad a normal that did not reveal an underlying diagnosis or|NEEENE

RRR Upon view of your patient's autoantibody results, it was felt that? may have 8

COVID-19 vaceimation: Review ofall Mllesing indicates thai, fay have anES
but does not have arecognizableIEEEMSISSEEN no. ¢saly with the lack of abnormalities
on exam or imaging sudics. A discussion ensued about whether his could theoretically be anf]
FE process, however heRENE1 1che acheTentaieao

Following the presentations ofthe Hirata review, VAERS dota and iscusion, and the cure CDC-
SrEREletI Na atCb
a

To considerif the vaccine caused or contributed to the AEFI, the team went through the CISAron
an ‘indeterminate’ or ‘inconsistent’ determination. Upon further discussion with all participants, the
‘majority of SMES agreed with ‘indeterminate’ becauseofa lack of strong evidence against a causal
iin,
“The majority of SMEs aged thet the pen should ein fare vacination with COVID-19
vale comple inary src. Ths woud be salnpnng of te cure
I os

protective immunity to COVID-19, andif[I]gets COVID-19 again, it couldworsen[FI]clinicalEE m1. The
Sr rTi apea
This was considered a very perplexing case, with significant concern for the patient's symptoms,
‘quality of life, and lack of improvement over time, no matter what the cause. Continued work-up wasised ines the pensentinaed condion sno ndersod. Soggesions mluded wendng of



ES<Iong with further evaluation by EEG

‘We hope that we have fully addressed your questions and concerns. We also extend best wishes to
your patient for a full recovery. Please feel free to contact us if you have anyfurther questions or need
to consult us in the future. We have included in the body of the email accompanying this letter, a link
toa survey to evaluate the CISA consultation process. An additional patient follow-up survey will be
sent via email withinthe next two months to assess whether the patient has received additional
vaccines and how" Jolerated them. We would greatly appreciate your contributions to these

Disclaimer
The findings and conclusions in this report are those of the subject matter experts anddo not necessarily
represent the official position of the Centers for Disease Control and Prevention. Advice from CDC and
CISA experts is meant to assist in decision-making rather than provide direct patient management.
Patient management decisions are the responsibility of the treating healthcare provider.
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Vaccine. 2012 Aug 24;30(39):5791-8. Epub2012 Apr 14.



vay 25,2022

On behalf the incl Immunization sfey Assessment C9) Pole. thnk you fr th cpportuiy
view she. casof yourEEEpotent wh experienceARR
Tollowing the receipt of the second dose of the Moderna COVID-19 mRNA vaccine, and who had a{SESE

SE 0
hed ta revi th case to ssswhether the diagnos ws cortec Hf eciptofhe Moder COVID19
‘mRNA vaccine might have caused or contributed to the adverse event following immunization (AEFI), and to

ra
Ep——
RR
Ear
Working Group, which clades vaccine salety exerts gs wel 5 subject matters experts SWE) n SESE
I—— il2 xpos rom ie COCUES
Safety Ofce
LR — EA!
Fr OT—

folowing coud13 vacant’
3. What the present COC tdane fo future COVID-19 vaccines?

Wht CsA udance regarding futur acne fo hs patents
3 CoveneyRoutine vacnes?

5 UA
© Winentosche flow ap?

Together we reviewedavaliable evidence, including the patent's medical story, vaccine safety erature,
mVacin hdvreeEvrt pring Systems EES)ehoete FOR amr goret vs
thortaton formation on he ModernaCOD10acne.
‘The causality algorithm (see diagram and reference below) was applied using the symptomIEEE.
———————TL ——————
EER,. ©<perts discussed whether this patient's AEFI was causally related to the receipt of
he Modena COVID13 mRNA vce. he appctono th causally igri esd n “néecermnate
AA A
Ea aeEa

pov rc. 1
J



The CISA SMEs favored avoiding the Johnson and Johnson vaccine because of the increased| oe)

The findings and conclusions in this report are those of the subject matter experts and do not necessarily

‘management decisions are the responsibility of the treating healthcare provider.

Assessment network, Vaccine. 2012 Aug 24;30(39):5791-8. Epub 2012 Apr 14.
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May 31,2022

On behalfof the Clinical Immunization Safety Assessment (CISA) Project, thank you for the
eeeLoven Bont ofSo in who oxpercnceIMS
A vrg ssi or is So os DTaP vaccine. CISA was asked to
review the case to assess whether the diagnosis ofa
as comet, if recip of thRRRRID Tab vaccine might have caused or contributed 0 the
SigsEtEAT(ATTN A aoPtEMTREE A

As part of our mission under the Centers forDisease Control and Prevention (CDC) contract,
CISA sa national esareh network that provides halos providers with cxpet opinions on
adverse events following immunizations. This case wa reviewed on May 3, 2033 by the CISA
Clinical Consulaion Cas Review Working Group, which inclodes saceine salty experts, as
well as subject matter experts (SME) inEGE
CECE
I—
Pa
2. Did the vaccine cause or contribute to the AEFI?

3. What is the present CDC guidance for future vaccines?
4. Whats CISA guidance regarding future vaccines for this patient?

Dab Vaccine?
b. Routine Vaccinations

5. Is any additional testing warranted?
© When to schedule follow-up?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's
Incdicl and family istry, vacine safety lerature, Vaccine Adverse Event Reporting System
(VAERS) search results, and package insert information on theSESSEEEPTP vaccine.

Following a detailed review, the SMEs determined that the patient's presentation did not support
A dingnoss ofJ oh WEEE SME agreed that he patent's mploms were most
Consistent wi ssocated with the admiration oftARNRRRNDTab vaccine nd not a
—lem. Application of the Causality Algorithm (see diagram and reference below)
usingNHEresulted in “Other Diagnosis.” When the CISA Causality Algorithm was applied
wing he CISA experts" opinion was that there likely was a causal eltionship



withfillfrom the injection procedure, but not to the components of the vaccine. In addition, we
also reviewed the current CDC recommendations for DTaP vaccine and clarified that there is no
emratenion ox esmuion olSEE]
‘The SMES agreed that the patient should receive future doses of the DTaP vaccine as well as
other routine vaccines, and noted the patient should receive catch-up Hib and PCVI3 vaccines
as soon as possible (CDC'sCatch-upImmunizationSchedule). An expert proposed the
administrationof these two vaccines at separate visits if it would make the SENSES more
comfortable but added that this altemative schedule is not necessary. The group discussed how
the patient’s primary care providers are in the best position to help allay JERE oncerns about
vaccination and reduce vaccine hesitancy.

Given that pain with the injection procedure was believed to contribute to this patient's
presentation, we would like to provide some additional resources you may find helpful. The
Advisory Committee on Immunization Practices (ACIP) General Best Practice Guidelines on
Immunization includes a chapter on Vaccine Administration Guidelines. The section Methods for
Alleviating Discomfort and Pain Associated with Vaccination suggests that comfort measures,
such as coolingofthe injection site(s), topical analgesia and others, may be beneficial. Although
evidence does not support use of antipyretics before or at the time of vaccination, they can be
useful for treating fever and local discomfort that may follow vaccination

No additional testing was suggested given the patient's complete recovery. However, the
oo SMEs mentioned additonal esting of D9ZUSC|ith patent experiences

tuture episodes ofEEN = =

We hope that we have fully addressed yourquestions and concerns. Please feel fre¢ to contact us
iff you have any further questions or need to consult us in the future. We have included in the
bodyof the email accompanying this letter a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent within the next three months to
assess the status of the patient,

Sincerely,
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July 13,2022

On behalfofthe Clinical Immunization Safety Assessment (CISA) Project, thank you for the
opportunity to review the case ono SE I patient who experienced symptoms
consistent with SESSEEIfollowing the receiptof the 2% doseofthe Pfizer COVID-19
mRNA vaccine. CISA was asked to review the case to assess whether the diagnosis was correet,
if receipt ofthe Pfizer COVID-19 mRNA vaccine might have caused or contributed to the
adverse event following immunization (AEFI), and to provide guidance regarding future
vaccinations;

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on June 27, 2022 by the CISA
Clinical Consultation Case Review Working Group, which includes vaccine safety experts, as
well as subject matter experts (SME)in|G

The following questions were posed:
1. Whats the diagnosis?
2. Did the vaceine(s) cause or contribute to the AEFI?
3. Whatis CISA guidance regarding future COVID-19 vaccines for this patient?
4. 1s any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's
medical and family history, vaccine safety literature, Vaccine Adverse Event Reporting System
(VAERS) search results, and package insert information on the Pfizer COVID-19 mRNA
vaccine.

‘The SMES agreed that there is no definitive diagnosis for this patient's case. The differential
diagnoses include;IE

NE0 =
CISA causality algorithm was applied using IEEEG_G__—|—N; (::
diagnosis. The applicationofthe causality algorithm resulted in an “Indeterminate” classification
because there is no definitive evidence for other causes. Even though the causality algorithm
result was indeterminate, many SMEs agreed that it was unlikely that this |SERIE5



causaly elated tothe receipt of COVID-19 vaceine. Several experts thought tha
resentation was more likely to be due torte than vaccine

In addition, the SMEs suggested tha th patient should proceed with future doses of COVID-19
vaccine as per the CDC's recommended schedule (at :

in )

The SMEs did not think any additonal testing was warranted for this patent’ case, However,
repeat oftheJERE could be considered in the future to assess the evolution of the
patients Which may help clarify the diagnosis,

We hope that we have fully addressed your questions and concerns. Please eel fre 10 contact us
ifyou have any further questions or need o consult usin the future. We have included, in the
body ofthe email accompanying this ete, a fink fo survey to evaluate the CISA consultation
proness. Ar additonal pion Fellowes vey will be sort yin he nest S mons (0 555058
Whether the patent hs recived additional vaccines and howEIafolerated them.

Sincerely,



Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibiltyof the treating
healthcare provider.
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September 1,2022

On behalf oftheClinical Immunization Safety Assessment (CISA) Project, we thank you for the
opportunity to review the case of yourJESSENWHRpatient who was diagnosed with IEE
Iin: the first dose of Pfizer COVID.
19 vaccine. CISA was asked toreview the diagnosis, assess if receipt of the Pfizer COVID-19
vaccine might have caused or contributed tothe adverse event following immunization (AEFI)
and provide guidance regardingfuture COVID-19 vaccination
As part of our mission under the Centers for Discase Control and Prevention (CDC), CISA is a
national research network that provides healthcare providers with expert opinions on adverse
events following immunizations. This case wasreviewedonJuly13%, 2022, by the CISA COVID
Vaccine (COVIDvax) Clinical Consult Case Review Working Group, which includes vaccine
safety experts, as wel as subject mater experts in |

We reviewed the available medical records, pertinent vaceine safety literature, as well as CDC's
integrated surveillance for{SEM persons who have receivedCOVID-19vaceine. We discussed
all of this information with the CISA subject matter experts (SME) during our initial call. We
also readdressed questions during a follow-up discussion on August 24%, 2022. We have

The following questions were posed and the answers are presented in bold italics:
1. What is the diagnosis? The patient showed clinical symptoms, laboratory results, and

imaging findings consistent with the o

2. "Did the vaccine cause or contribute to the AEFI? Indeterminate/Inconsistent with a causal



association, other cause identified. A majorityof CISA SMES agreed with the assessment of
‘Indeterminate’, however 2 SMEs felt the result should be “Inconsistent with a causal
association, other cause identified” with that other cause being SARS-CoV-2 infection.

3. Whats CISA guidance regarding future vaccines for this patient?
+ COVID-19 vaccine? CISA SMEs agreed that this patient should not receive an

additional COVID-19 vaccine at the timeof the call, consistent with the CDC interim
clinical considerations for COVID-19 vaccine (last updated August 22,2022). At the
timeofthe consult about 4 months had elapsed since the patient was first diagnosed
with {GUE The experts suggest reassessing the risk and benefits of the COVID-19
vaccination when [J] is fully recovered and consulting the CDC interim clinical
considerations for COVID-19 vaccine for the available COVID-19 vaccine products
including, potentially, vaccines updated for SARS -CoV.-2 variants. CISA could be re-
consultedif that would be useful.

+ Routine vaccines? Proceed as usualfollowing the general precaution to defer
vaccination in the event of moderate or severe acute illness with orwithout fever.

4. Is any additional testing warranted? CISA SMES did not have any additional testing
suggestions beyond thefollow-up assessments planned by the clinical care team.

5. When to schedule follow-up? The patient could be reassessed later this year in the context 0
the COVID-19 community prevalence and the patient's mk
resolution. Follow-up to reconsider the question of second dose ofthe COVID-19 vaccine
could be scheduled once the patient has fully clinically recovered from| CISA could
be re-consultedifthat would be useful.

Please see appended below the CISA Vaccine Adverse Event Causality Algorithm’, and
bibliography that might be of use to you in the future®
We hopethat this review will be helpful in the management of your patient. Please feel free to contact
us if you have any further questions or need to consult us in the future. We have included in the body
of the email accompanying this letter, a link 10 a survey to evaluate the CISA consultation process.
An additional patient follow-up survey will be sent to you in approximately one to two months to
asses whether the patent has received additional vaccines and how[FJoleated them.

Sincerely



Disclaimer
The findings andconclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healtheare provider
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November 11,2022

On behalfofthe Clinical Immunization Safety Office (CISA) Project, thank you for the
opportunity to review the case ofyourJEpasen who was diagnosed with
SESE (0/10 ing receiptofdose 1of the Moderna COVID-19 mRNA vaceine.
CISA was asked to review the caseto assess whether the diagnosis was correc, if receipt of the
Moderna COVID-19 vaccine might have caused or contributed to the adverse event following
immunization (AEFI), and to provide guidance regarding future vaccinations.

As partofour mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on October 3, 2022 by the
CISA Clinical Consultation Case Review Working Group, which includes vaccine safety
experts. as well as subject matters experts (SME) in[EE

——
The following questions were posed:

1. Whats the diagnosis?
2. Did the vaccine cause or contribute to the AEFI?
3. What is CISA guidance regarding future vaccines for this patient?

a. COVID-19 vaccine?
b. Routine vaccines?

4. Is any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMES reviewed the available evidence, including the patient's
medical and family history, vaccine safety literature, Vaccine Adverse Event Reporting Systems
(VAERS) search results, and package insert information on the Moderna COVID-19 mRNA
vaccine.

The SMES agreedtha)USC57700 was the correct diagnosis and assessed whether the
diagnosis was causally related to the receipt of the Moderna COVID-19 mRNA vaccine using
the causality algorithm (sce diagram and reference below). The application ofthe causality
algorithm resulted in indeterminate because there was evidence for other causes, but that
evidence was not considered definitive.



In addition, all the SMEs who commented agreed that the patient should receive future COVID-
19 vaccines and routine vaccines. One SME suggested that future COVID- 19 vaceines not be co-
administered with routine vaccines and suggested a spacing oftwo weeks. This SME reasoned
that ifthere is concern for an adverse event following a vaccine then it is better to isolate the
variable each time.

No additional testing was recommended.

We hope that we have fully addressed your questions and concerns. Please feel free o contact us
if you have any further questions or need to consult us in the future. In a few months, a patient
follow-up survey will be sent to assess whether the patient has received additional vaccines and
howfP7 bleratedthem.

Sincerely,

Disclaimer
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions ar the responsibilty of the treating
healthcare provider.
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January 14,2021

Onbehalfof the Clinical Immunization Safety Office (CISA) Project, thank you for the
epiniyioeiew he cose of ourSEENIpic who wsgn wit
JERE(ov receiptof the Phzer-BIoN Tech COVID-19 Vaccine. CISA was asked to
view the case to assess whether the diagnosis was correct, if receipt of vaccine might have
caused or contributed to the adverse event following immunization (AEF), and to provide
guidance regarding future vaccinations.

As part of our mission under the Centers for Disease Control and Prevention (CDC) contrac,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on Friday, December 18, 2020
by the CISA Clinical Consultation Case Review Working Group, which includes vaccine safety
experts, as well as subject matters experts (SME) EE

“The following questions were posed:
1. Is the diagnosis correct?
2. Did the vaccine(s) cause or contribute to the AEFI?
3. Whats CISA guidance regarding future vaccines for this child?

a. COVID-19 vaccine?

b. Routine vaccines?

4. 1s any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMEs reviewed available evidence, including the patient's

medical and family history, vaccine safety literature, and package insert information on the
Pfizer-BioNTech COVID- 19 Vain.

“The SME agreed thaSENNthe correct diagnosis and met the Brighton
Collaboration case definition with a Level 2 of iagnosti certainty. The SMEs assessed whether
the diagnosis was causally elated o the receipt ofthe Pfizr-BioNTech COVID-19 Vaccine
using the causality algorithm (sce diagram and reference below). The application of the causality
algorithm resulted in Consistent with Causal Association because an EESEENSESSSENONE:
Known possible adverse event following immunization

In addition, the SMES agreed that the patent should not receive a second dose of COVID-19
vaceine, Regarding other routine vaccines, CISA SMEs provided guidance that the patient



should follow-up with anJEEERKo determine which vaccines (non-COVID) can safely be
given

“The CISA SMES address the question of whether additional testing is warranted for this patient.
CISA would encourage this patient to follow-up with{*. healthcare provider to hav,
evaluated, specifically
SIREN ditionally. CISA Wold encourage this patent © Tollow-up with an that
can propery xalate Bl for CISA SMES discussed th there
is a possibilty this patient might have an
EINE bt currently there is no test validated for clinical use that can confirm this.

We hope that we have fully addressed your questions and concerns. Please feel fre¢ to contact us
iff you have any further questions or need to consult us in the future. We have included in the
body of the email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent in two months’ timeto assess the
patient’ status and results of follow-up.

Sincerely.

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibil of the lreating
healthcare provider.
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January 14, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the
opportunity to review the case of ou I patient who was diagnosed with
SE(01/0\ins receipt of the Pfizer BioNTech COVID-19
Vaceine, CISA was asked to review the case t assess whether the diagnosis was correct, if
receipt of vaccine might have caused or contributed tothe adverse event following immunization
(AEFI), and to provide guidance regarding future vaccinations

As part of our mission under the Centers for Discase Control and Prevention (CDC) contract,
CISA is a national research network tha provides healthcare providers with expert opinions on
adverse evens following immunizations. This case was reviewed on Friday, December 18, 2020
by the CISA Clinical Consultation Case Review Working Group. which includes vaccine safety
experts, as well as subject matters experts (SME) in|A

The following questions were pose:
1. Is the diagnosis correct?
2. Did th vaccine(s) cause or contribute to the AEFI?
3. Whatis CISA guidance regarding future vaccines for this child?

a. COVID-19 vaccine?
b. Routine vaccines?

4. 1s any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SME reviewed available evidence, including the patient's
medical and family history, vaccine safety literature, and package insert information on the
Pfizer-BioNTech COVID- 19 Vaceine.

‘The SMEs agreed tha this patient did not meet the Brighton Collsboration criteria (referenced)
orINNERnosis but agreed th EN
were the correct diagnoses. The SMEs assessed Whether hese QRgn0seswerecausa efied 1o
the receipt of the Pfizer-BioNTech COVID- 19 Vaccine using the causality algorithm (sce
diagram and reference below). The application of the causality algorithm resulted in Consistent
with Causal Association because the patient's adverse events following immunization arc known
possible AEFI



In addition, the SME agreed tha he patient should not receive a second dos of COVID-19
vaccine. A CISA JIEon the call reasoned that this[EENmight have been JENN

TE if th: palicn has[— eo roSN
oy he second Gon. Rearing othe routine vaccine, CISA SMEs
provided guidance that th patient should followup with anJRdetermine which

“The CISA SMEs addres the questionof whether adions eng is waraned for this patent
and agreed that this parient howd Follow-up with anERRxerienced wi[RR
ERE
We hope hat we have fully addressedyour questions and concerns. lease fe fee to contet us
iF you hac any funher questions o nce 0 comult us nthe fre, We have inchded inthe
odyof heer accompanying this eer a link 10a suvey 1 valuse the CISA onsulaion
Tre atone]Earpm Hl vane 3 to ate? eetwas
patient's status and results of follow-up.

Sincerely,

DisclaimerTro fing and conclusions in his roport ae tase of the subject mater experts and do rt
necessarily represen the official position of the Centers for Disease Control and Prevention.
rave en CDG and CISA ets fs moar 1 Coat 1 dong rath an Erovels
direct patient management. Patient management decisions are the responsibilty of the treatingFotroara proven
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January 12,2020

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the
ea ofonEcroSpat
IRvinssiof he Ps chCOV. cin. CIA sis
TERMI 1 tess whether the diagnosis was comet, if recip of the hse BloNTech
COVID9 vaccine might have cased orcombate 1 he adver event allowing
rrialon (AFT on provide danas regarding fos vaccaon
As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,
TH armen sateen procHios esHbrars rosie wi mes spon
adver ventn oararms TiS ost ia ries on Dntosoos So 000
CISA Clinical Consultation Case Review Working Group. which includes vaccine safety
experts. wel a subject mates experts So in
Ths Following genions wers poset

1 the dingo comecs
2. Did the vaccine cause or contribute to the AEFI?

5 What CISA guidance regarding fre vaccine for this child?
on COVID19vaccines

4. 1s any addon eting warranted?
5. When o schedule follow-up?

CISA vacine safety and oer SME reviewed available evidence, including he paten’s
rantyrs wa STS Fron andoA Sondor or Ss
BioTech COVID.19 vaccine.
The SMEs agreed tha{ Doniamyo, | was the correct diagnosis, andthiscase met the Brighton
Collaboration ase delaan rairnced belowy with Love | of dignonic seranty. The
SMES asesacd whetherth dignons was causally related othe receipt of Plser BioNTech
COVIDIS vaceing usin th causality algorithm (se diagram and reference below. The
pplication ofhe causality algorithm resahed in Consist with Causal Association” because
RRR = known posable adverse vent following immurizaton



The SMEs agreed that the patient should no receive dose #20f the COVID-19 vaccine.
Rotated Seca vise CHA Es prowiiud image ist rts snd follows
up with anJR to determine which vaceines can safely be given,

TaalCUA SNEscanssing tewarontsl pts prician?
end ae satis dhl oto: ap ois on[Ho con ovr sveroc E vSER
EISENC'S A SMEs discussed there is a possibilty this patient might have

SE +I,rE1vce coed on hs pent pr of ne ore RE
ye

YEA EI TO TR
ou aot) SutinoTrRA nl Se Soa Woe mi
rn son aoncraoomig 1 Wir go ay Seanad tr CIS muon

en)
the patients status and result ofPffollow-up wif HO 20S¢

Sincerely,

_The findings and conclusions in tis apart are those of the subject mate experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.ce Tom GDC and CISA expats fs meant f asain Gecsion making rather than prove
direct patient management. Palient management decisions are the responsibility of the treatinghealthcare prover
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1. Halsey NA, Edwards KM, et al, Causality Working Group of the Clinical Immunization Safety
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January 12.2020

Onbehalfof the Clinical Immunization Safety Office (CISA) Project, thank you for the
am rene ooo MER pica who was diagnosed with
(owing reco of th PRS cch COVID-19 vaccine, CISA was skid t0
view he ase to aeces whether the diagnosis was comet, if recip of the lsc BioNTech
COVID19 vaccine might hive cased or conrbated 1 he aden even following
immunization (AEF), and to provide guidance regarding future vaccinations.

in past of otom unl the Contes for isosne Conte snd Prenton (CI otras
CISA i a national encaneh network thas provides hesiheare providers wth expert opinions on
adverse vents following immunizations. This can wa reviewed on December 20, 3020 by the
CISA Clinial Convultgan Cane Review Working Group, which inches vier sang
capet, 2 well «subject matters exports (SVE)
The following questions were posed

1 the diagnosis coreets
2. Did he vacene cause or contribute to he AEFI?
5 Whats CISA guidance regarding fre vaccine for this child?

a. COVID-19 vaccine?

b. Rouine vaccines?
4. Is any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's
Inedical and family istry, vacine safety Hrature, and package inset information on Pir
BioNTech COVID19 vaccine
The SMES agreed thalSoniaie, vas the correct diagnosis, and this case met the Brighton
Collaboration case definition (referenced) with a Level 2 of diagnostic certainty. The SMEs
essed whether the diagnos was causally related th receipt of ser BiokTech COVID-
Tr vase vans oe conaiy serio bang ab relasore blow Toedat
the causality algorithm resulted in “Consistent with Causal Association”because[SEEN is
Known possible adverse ven: following immunization



The SMEs agreed thatthe patient should not receive dose #2of the COVID-19 vaccine.
Regarding other routine vaccines, CISA SMEs provided guidance that the patient should follow-
up with an [Jo determine which vaccines can safely be given.

Additionally, CISA SMEs discussed whether additional testing is warranted for this patient and
agreed the patient should follow upwith an JJEthat can properly evaluatd”.. forJER

CISA SMEs discussed there is a possibility this patient might have
but there is no test currently

“available and vahdated for cinical use that can contr th. |REE+» INENSEEN
JERE<r +10 sugested to have collected on this patient. Tt was noted that the [NEE
JEN ve! is important and might inform a fundamental predisposition to ISNEENE

‘whetherI

We hope that we have fully addressed your questions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future, We have included in the
body of the email accompanying this letter, a link 10 a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent within one to two months” time to
assess the patient's condition and result offollow-up with allergy.

Sincerely,

Disclaimer:



The findings and conclusions in this report are those of the subject matter experts and do not
necessary represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibilty of the treating
healthcare provider.



I. Halsey NA, Edwards KM, et al, Causality Working Group of the Clinical Immunization Safety
Assessment network, Vaccine. 2012 Aug 24:30(39):5791-8. Epub 2012 Apr 14.
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Jamary 22,2021

On behalf of the Clinical Immunization Say Office (CISA) Projet, thank you for the
opportunity to review the caeof yourSERENEpoicnt oh wos diagnoved with
JERERERY following receipt of the Pfizer-BioNTech COVID-19 vaccine. CISA was asked to
VRS ace 1 aces whether the diagnois wan comet, iF recep of he lser BloNTech
COVID19 vaceine might hive caused or combate 1 he aden event following

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is maton escanch network that provide haliean providers with expert pions on
SosDANETan Tetras met oP ang AE or
CISA Clie) Conmulagon Cams Review Working Groups which nchules veers mo
experts, as well as subject matters experts (SME) = EEE

The Following quesions were posed
FI
2. Did the vacine case or contribute to the AEFI?
5 Whats CISA guidance reading futre vaccines or this patent?

 COVID.19 vaccine?
4. 1s any don veting warned?
5 When to schedule fallow?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's
I it

Pizer BioTech COVID.19 vaccine
The SMEs agreed tha[10.25.0 vas the correct diagnosis and that this case met the Brighton
Collaboration ase defsion rlerenced below with Level 2 of agnosie certainty. The
SMES amsesocd whether th dignons was causally relied 0 the receipt ofthePize BioTech
CATTgco SAA RAs EmWas rence Tht
application of the causality algorithm resulted in “Consistent with Causal Association” because

patentsEEE 3 Known possible AEF] with this vaccine



The SMEs agreed thatthe patient should not receive dose #2of the Pfizer-BioNTech vaccine.
Regarding other routine vaceines, CISA SMEs provided guidance that the patient should follow-
up with anEEEto determine which vaccines can safely be given.

Additionally, CISA SMEs discussed whether additional testing is warranted for this patient and
agreed the patient should follow up with on can properlycrud? or=u
IEEEC'S\ SME: discussed there is a possibility this patient might have
EE 7is no test currently available and validated for clinical use that can confirm this. An on

the call suggested that given this patient’ history —
collected.

We hope that we have fully addressed your questions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future, We have included in the
body of the email accompanying this letter, a link 10 a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent in one to two months’ time to assess
the patients status and result of I ollow-up with G0 |

Sincerely,

Disclaimer
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making raiher than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.
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January 22,2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the
comin force theca ourJERRYin who ws nosed with an
ASSESS (1: 15 of ic PlicrBoNTech COVID-19
Vaccine. CISA was asked 10 review the case 10 assess whether thediagnosis was correct, if
receipt of the Pfizer-BioNTech COVID- 19 vaccine might have caused or contributed to the
adverse event following immunization (AEF), and to provide guidance regarding future
Vaccinations,

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on December 30, 2020 by the
CISA Clinical Consultation Case Review Working Group, which includes vaceine safety
experts, as well as subject matters experts (SME) in{EEE

The following questions were posed:
1. Is the diagnosis correct?
2. Did the vaceine cause or contribute to the AEFI?
3. Whatis CISA guidance regarding future vaccines for this patient?

a. COVID-19 vaccine?
b. Routine vaccines?

4. Is any additional esting warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMEs reviewed available evidence, including the patient’s
medical and family history, vaccine safety literature, and package insert information on the
Piizer-BioNTech COVID-19 vaccine.

“The SMEs agreed thatthe patient's symptoms were indicative of an
but her symptoms did not meet the Brighton Collaboration criteria for The SMEs
assessed whether the diagnosis was causally related to the receipt of the Phizer-BioNTech
COVID-19 vaccine using the causality algorithm (sce diagram and reference below). The
application of the causality algorithm resulted in “Consistent with Causal Association” because
this patient's JEEERFs a known possible AEFI with this vaccine.



“The SMES agreed that the patient should not receive dose #2 ofthe Pfizer-BioNTech vaccine.
Regarding other routine vaceines, CISA SMEs provided guidance that the patient should follow-
up with anJodetermine which vaccines can safely be given

Additionally, CISA SMES discussed whether additional testing is warranted for this patient and
agreed the patient should follow up with an[JFifthat can properly evalua *L for

CISA SMEs discussed there is a possibility this patient might have
SVDress510 est currently available and vadated for clinical use that can conti this. CISA did not

offer strong guidance for this patient to have [FESRdone. but it was noted that it would
not be wrong to do.

We hope that we have fully addressed your questions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future. We have included in the
body of the email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent in one to two months’ time 10 assess
the patient's status and result of1] follow-up with

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide



direct patient management. Patient management decisions are the responsibilty of the treating
healthcare provider.



References
1. Halsey NA, Edwards KM, et al, Causality Working Group ofthe Clinical Immunization Safety

Assessment network, Vaccine. 2012 Aug 24:30(39):5791-8. Epub 2012 Apr 14.
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February 23, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the opportunity to
review the case of you I5crosigreiEE

llowing recent COVID-19 iiness and receipt of the Przer/BloNTech
MRNA COVID-19 vaccine. CSA was asked to review the case to assess whether the diagnosis was
correct, if receipt of Pfizer/BioNTech vaccine might have caused or contributed to the adverse event
following immunization (AEFI), and to provide guidance regarding future vaccinations.

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA is a
national esearch network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case was reviewed on January 13, 2021 by the CISA Clinical Consultation
Case Review Working Group, which includesvaccine safety experts, as well as subject matters experts
nnEET
The following questions were posed:

1." s the dagnoss correct?
2. Did the vaccine(s) cause or contribute to the AEFI?
3. Whatis CISA guidance regarding future vaccines fo this patient?

a. Different formulation?
b. Vaccine spacing?

4. 1s anyadditionaltestingwarranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's medical and
family history, vaccine safety literature, and Vaccine Adverse Event Reporting Systems (VAERS) search
results, and package insert information on the Pizer/BioNTech vaccine.

The SMEs agreed that[Jillwas the correct diagnosis using the COC working definition. When using the
Brighton Collaboration definition (see link below), the case was less clear, given the history of illness
prior to vaccination, which the definition was not developed to consider. The determination of whether
the vaccine plaved a role in this patientdeveloping[Mas a complicated one, because theEER

[EE could have triggered thelJSEMBINE and it is unclear what,if any role the vaccine.
played. Weusuallyutilizethecausality assessment toolto helpdeterminethe rolethatthe vaccine
might play in the adverse even (see reference below), however, the toolwas not developed to assess
questions of disease enhancement.



When polled the SMEs agreed that the patient should not receive future vaccinations with a COVID-19
vaccine, due to the significant seriousrelia In addition, recent data
suggests that the immune responses in those with| is excellentafter one dose
of vaccine (see references below).

We hope that we have fully addressed your questions and concerns. Please feel free to contact us if you
haveany further questionsor need to consult us in the future. We have included in the body of the
‘email accompanying this letter, a ink to a survey to evaluate theCISA consultation process. We would
appreciate your response to this survey.

sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessary represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.

References
1. Halsey NA, Edwards KM, et al, Causality Working Group of the Clinical Immunization Safety

Assessment network, Vaccine. 2012 Aug 24:30(39):5791.8. Epub 2012Apr 14.
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February 10, 2021

On behalfofthe Clinical Immunization Safety Office (CISA) Project, thank you for the
opportunity to review the case of ou HEE patient who was diagnosediJ
JRfollowing receipt ofthe Pfizer-BioN ech COVID-19 mRNA vaccine. CISA was asked (0
Teview the case to assess whether the diagnosis was correct,ifreceipt ofPfizer mRNA COVID-
19 vaceine might have caused or contributed to the adverse event following immunization
(AEFI), and to provide guidance regarding future vaccinations.

AS part ofour mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on January 20, 2021 by the
CISA Clinical Consultation Case Review Working Group, which includes vaccine safety
experts, as well as subject matters experts (SME) in EE

The following questions were posed:
1. I the diagnosis correct?
2. Did the vaceine(s)causeor contributetotheAEFI?
3. What is CISA guidance regarding future vaccines for this patient?

a. COVID-19 vaccine?
4. Is any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SME reviewed available evidence, including the patient's
medical and family history, vaccine safety literature, and Vaccine Adverse Event Reporting
Systems (VAERS) search results, and package insert information on the Pfizer-BioNTech
COVID-19 mRNA vaccine.

“The SMEs agreedthEzs the correct diagnosis and that this case met the criteria
fora Brighton Collaboration Level I of diagnostic certainty. CISA SMES assessed whether the
diagnosis was causally related to the receipt of the Pfizer-BioNTech COVID-19 mRNA vaccine
using the causality algorithm (sce diagram and reference below). The application of the causality
algorithm resulted in an assessment of “indeterminate” because ofa lack of current evidence to
support a causal link between the diagnosis and COVID-19 mRNA vaccines.



In addition, the SMEs agreed that the patient should receive dose two of the Pfizer-BioNTech
COVID-19 mRNA vaccine after the [SEEN:ssociatcd withImostly
resolved. The Working Groupdid not recommend any further testingor clinical follow up.

‘We hope that we have fully addressed your questions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future. We have included in the
bodyofthe email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent within the next two months to assess.
whether the patient has received additional vaccines and how?) Jplerated them.

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibilty of the treating
healthcare provider.



References
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2. Algorithm to assess causality afterindividual adverse events following immunizations. Vaccine. 2012

Aug 24:30(39):5791-8. doi: 10.1016/j.vaccine.2012.04.005. Epub2012 Apr 14.
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February 10,2021

On behalfofthe Clinical Immunization Safety Office (CISA) Project, thank you for the
or oro EY ame goer vt AUR
JRfollowing receipt ofthe Pfizer-BIONTCeh ROVID-19 mRNA vaccine. CISAwas asked to

th tots insmn nels Gngusis wi trod FE CTL pHnACI
IR ISEHRA

rg cao
As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,

ArR
adverse events following immunizations. This case was reviewed on January 20, 2021 by the
CISA Clinical Consultation Case Review Working Group, which includes vaccine safety
experts, as well as subject matters experts (SME) in EE
ERASE
The following questions were posed:

1. Is the diagnosis correct?
2. Did the vaccine(s) cause or contribute to the AEFI?
3 TonCAsrghurt wana tn in potent?

a COVIDL19 vaccine?
4. Is any additional testing warranted?
5. Whentoschedule followup?
Er——_—
medical and family history, vaccine safety literature, and Vaccine Adverse Event Reporting
Systems (VAERS) search results, and package insert information on the Pfizer-BioNTech
COVIDA9 mRNA vaccine
The SMEs agreed thal Li2L mci Jwas the correct diagnosis and that this case met eriteria for a
Brighton Collaboration Level 3 of diagnostic certainty, CISA SMEs assessed whether the
ew TIntothe PheAT COI awar
using the causality algorithm (see diagram and reference below). The applicationof the causality
ei EeI Ee
patient'sSEEMS being a possible cause of the diagnosis ofSEER but this evidence



for another cause is not definite (see algorithm below). Further, current evidence does not
supporta causal link between the diagnosis and COVID-19 mRNA vaccines.

In addition, the SMES agreed that the patient should receive dose twoofthe Pfizer-BioNTech
COVID-19 mRNAvaccine after the |SESEossociated with [ENNERIRY are mostly
resolved. The Working Groupdid not recommend any further testing or clinical follow up.

‘We hope that we have fully addressed yourquestions and concerns. Please feel fre¢ to contact us
iff you have any further questions or need to consult us in the future. We have included in the
body ofthe email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent within the next two months to assess
whether the patient has received additional vaccines and how["} folerated them.

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is mean to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibilty of the treating
healthcare provider.
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February 10,2021

On behalfofthe Clinical Immunization Safety Office (CISA) Project, thank you for the
opportunity to review the case ofyourNENWIE paticnt who was diagnosed wo
Jfollowing receiptofthe Pfizer-BioNTech COVID-19 mRNA vaccine. CISA was asked to
Tovienw the case to assess whether the diagnosis was correct,ifreceipt of Pfizer mRNA COVID-
19 vaccine might have caused or contributed to the adverse event following immunization
(AEFI), and to provide guidance regarding future vaccinations.

As part ofour mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on January 20, 2021 by the
CISA Clinical Consultation Case ReviewWorking Group, which includes vaccine safety
Gi swell a ubicet mater experts (SME) in(

“The following questions were posed:
1. Is the diagnosis correct?
2. Did the vaceine(s)causeor contributetotheAEFI?
3. What is CISA guidance regarding future vaccines for this patient?

a. COVID-19 vaccine?
4. Is any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's
medical and family history, vaccine safety literature, and Vaccine Adverse Event Reporting
Systems (VAERS) search results, and package insert information on the Pfizer-BioNTech
COVID-19 mRNA vaccine.

The SMEs agreed thal E10, 5.6 vas the core diagnosis and that this case met the criteria
fora Brighton Collaboration Level 3 of diagnostic certainty. CISA SMEs assessed whether the
diagnosis was causally related to the receiptof the Pfizer-BioNTech COVID-19 mRNA vaccine
using the causality algorithm (sce diagram and reference below). The application of the causality
algorithm resulted in an assessmentof “indeterminate.”This assessment was made due to the
patient JSS vine a possible cause of the diagnosis ofSERREbu this evidence



for another cause is not definite (see algorithm below). Further, current evidence does not
support a causal link between the diagnosis and COVID-19 mRNA vaceines.

In addition, the SMEs agreed that the patient should reccive dose twoof the Pfizer-BioNTech
COVID-19 mRNA vaccine after the|Wi w EE mostly
resolved. The Working Group did not recommend any further testingorclinical follow up.

We hope that we have fully addressed your questions and concerns. Please fe free to contact us
if you have any further questions or need to consult us in the future. We have included in the
body ofthe email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent within the next ix months to assess
whether the patient has received additional vaccines and how[57 lerated the

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official positon of the Centers for Disease Control and Prevention
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibilty of the lreating
healthcare provider.
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February 10,2021

On behalfofthe Clinical Immunization Safety Office (CISA) Project, thank you for the
opportunity to review the case ofyour[SESE WIR paticnt who was diagnosed with[EE
BEENfollowing receiptof the Pfizer-BioN Tech COVID-19 mRNA vaccine. CISA was asked to
Teview the case to assess whether the diagnosis was correct, if eceiptofPfizer mRNA COVID-
19 vaccine might have caused or contributed to the adverse event following immunization
(AEFI), and to provide guidance regarding future vaccinations.

As partof our mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on January 20, 2021 by the
CISA Clinical Consultation Case Review Working Group, which includes vaccine safety
—well as subject matters experts (SME)in[SESE

The following questions were posed:
1. Is the diagnosis correct?
2. Did the vaccine(s) cause or contribute to the AEFI?
3. What is CISA guidance regarding future vaccines for this patient?

a. COVID-19vaccine?
4. Is any additional testing warranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMEs reviewed available evidence, including the patient's
medical and family history, vaccine safety literature, and Vaccine Adverse Event Reporting
Systems (VAERS) search results, and package insert information on the Pfizer-BioNTech
COVID-19 mRNA vaccine.

‘The SME agreed that[22272was the correct diagnosis and that this case met the criteria
for a Brighton Collaboration Level 3 of diagnostic certainty. CISA SMEs assessed whether the
diagnosis was causally related to the receipt ofthe Pfizer-BioNTech COVID-19 mRNA vaccine
using the causality algorithm (see diagram and reference below).

“The application of the causality algorithm resulted in an assessment of



“indeterminate”. This assessment was made due to thepatient’s[EEE cing a possible
cause ofthe diagnosis of [JESSIRR. but ths evidence for another cause is not definite (see
algorithm below). Further, current evidence does not support a causal link between the diagnosis
and COVID-19 mRNA vaccines.

In addition, the SMEs agreed that the patient should reccive dose two of the Pfizer-BioNTech
COVID-19 mRNA vaccine after the SEEMS sociated with a. mostly
resolved. The Working Groupdid not recommend any further testingor clinical follow up.
‘We hope that we have fully addressedyourquestions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future. We have included in the
body ofthe email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent within the next six months to assess
whether the patient has received additional vaccines and honf pleraed them.

Sincerely,

Disclaimer:
The findings and conclusions in this report ar those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.
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March 17,2021

On behalf ofthe Clinical Immunization Safety Offic (CSA) Project thank you for the opportunity t review the case of
your} WO pati who was diagnosedvithJRE followin receipt of the Moderna COVID-19 vaccine.
CISAwas asked to review the cas toassesswhether the diagnosis was corect i receipt of Moderna COVID-19 vaccine
might have caused or contributed to the adverse event following immunization (AEFI), and to provide guidance

regarding future vaccinations.
As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA is a national research

network tha provides healthcare providers with expert opinions on adverse events following immunizations. This case
was reviewed on January 26.2021, bytheCSA Clinical Consultation Case Review Working Group, which includes vaccine
safety experts, as well as subject matters experts (SME) in|EEE

The following questionswere posed:
1. Isthe diagnosis correct?
2. Did the vaccines) cause or contribute tothe AEFI?
3. Whats CISA guidance regarding future vaccines fothis patient?

a. Different formulation?
b. Vaccine spacing?

4. 1s any additonal testing warranted?
5. When to schedule follow-up?

CISAvaccinesafetyand other SME reviewed available evidence, including the patient's medical and family history,
vaccine safety Iterature, and Vaccine Adverse Event Reporting Systems (VAERS) search results, and package insert
information on the Modern COVID-19 vaccine.
The SMEs agreed that th diagnosisof[EERE=< UNCERTAIN
The patient did not have objective signsof[EERE was assessedwhetherthe diagnosis was causally related to
the receipt of the Moderna COVID-19 Vaccine using the causality algorithm (see diagram and reference below). The

application of thecausality algorithm resulted ina designation of INDETERMINATE because the diagnosis is uncertain
The patient did not meet the Brighton CriteriaforSNES.

In addition, the SMEs agreed that the patient should not receive future vaccinations(s) with a COVID-19 vaccine. The

SMEs agreed tht the patient should have follow up with an [Jor forthe evaluation and testing



We hope that we have fully addressed your questions and concerns. Please feel free to contact us if you have any
further questionsor need to consult us in the future. We have included in the body of the email accompanying this
letter, aink to a survey to evaluate the CISA consultation process. An additional patient follow-up survey will be sent
within the next six months to assess whether the patient has received additional vaccines and | pdthem.

Sincerely,

Disclaimer
The findings and conclusions in this report are those of the subject matter experts and do not necessarily represent the

official position of the Centers for Disease Control and Prevention. Advice from CDC and CISA experts is meant to assist in
decision-making rather than provide direct patient management. Patient management decisions are the responsibilty of
the treating healthcare provider.



March 16,2021

On behalf ofthe Clinical Immunization Sfety Office (CISA) Project thank you or the opportunity to
review the case of yourSENSESRS ie:ho develope NERENRPe >
presumed COVID-19 lines. CISA was asked to review the case oasses whether the agnosis was
corect, and o provide guidancea towhether receiptof the COVD-19 vaccine might exacerbateJ
PEE.

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA is a
national research network that provides healthcare providers with expert opinionson adverse events
following immunizations. Ths case was reviewed on February 3, 2021 by the CISA Clinical Consultation
Case Review Working Group, which includes vaccine safety experts, a well a subject matters experts
PL
The following questions were posed:

1. 1sthe diagnosis correct?
2. What are the recommendation fo future SARS-CoV-2 vaccination?

a. Is there added risk for[EEE
b. Should[illieceive the vaccine?
¢. When should ilibe vaccinated?
G.I there a specific SARS.CoV-2 vaccine ljshould gt o avoid?

3. 1s any additonal testing warranted?
4. When to schedule follow-up?

CISA vaccine safety and other SME reviewed available evidence, including the patient's medica and
family history, vaccine safety literature, and Vaccine Adverse Event Reporting Systems (VAERS) search
results, and FOR emergency use authorization information on the mRNA COVID-19 vaccine

Thre was lon dicusion stwhetmmadue to TLE Jection, sinc, whi
[E50Jymptoms were consistent ithJERRict have Iaboratory confirmation. Is aso
unknown if there is any increased risk in those with EERE
receiptofthe COVID-19 vaccine, The SME suggested that Even the lack of Gata around ths question,
the information shouldbegiven to the patent and to allow for shared decision making based on the
risks and benefit of vaccination s. not vaccinating, I genera, they would recommend vaccinating,
with ERINto ensure no abnormalities. As to the question ofwhether there is further risk of
RSIS+there is the theoretical potential, there has been no data to date to support
this, Whi unlkely, in ths patient's family, there seems tobea isk of JENSENthatwould warrant
close monitoring, and the question offamilia!IEEEshould be considered. At the time of



the discussion, there were only the mRNAvaccinesavailabe, but we do not believe that there is enough
information to recommend one kind of vaccine vs. another. They recommended NO pretreatment with
REY<0" vaccination so asto not blunt theSERNhoweverif2/27|
develops symptoms, quick reatment would be warranted. The SMEs did recommend getting JEN

With regard routine vacenation,Jf an receive any other vaccine ancePDs recovered orJl)
condition is improving. The ACIP General Best Practices considers a moderate or severe acute ness to
bea precaution fo vaccination: htps://s.cde gov/vaccines/hep/acip-recs/genera
ecs/contraindications, tml

We hope that we have full addressed your questions and concerns. Pleasefeel free to contact us if you
have any further questionso need to consult us n the future. We have included in the body of the
email accompanying this etter, a lnk toa survey to evaluatetheCISA consultation process. An
additonal patient follow-up survey will besentwithin the next six months to assesswhether the patient
has received additionalvaccinesand how|[poteratea them.

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.



March 9, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Projet, thank you for the
comunity icv csc ovoERRran ho vis densi

EM (0! receipt of the Moderna COVID-19 vaccine. CISA was asked
EH EE PT enaatat a MgrGE

19 vaccine might have caused or contributed the adveme event following immunization
FE JCOR
As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,
AA LB

vers vents following immunizations. This can wa reviewed on February 17. 021 by the
CISA Clinical Consultation Case Review Working Group. which includes vaccine safety
experts, as well as subject matters experts (SME) inEEE

A——
The following questions were pos

1 the digas corects
2. Did the vaccine cause or contibute to the AEFI?
> Whats CISA guides regarding fun vasernes for ths ndiviut?

 COVID19 vaccine?
b. Routine vaccines?

4. 1s any addons esting warranted?
5. When o schedule followup?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's
‘medical and family history, vaccine safety literature, and Vaccine Adverse Event Reporting
Systems (VAERS) search results, and package insert information on the Moderna COVID-19
et
he SMES assesed that the diagnosis ofthepatieINNER cc
represented variant of|EEESSREERRER, hover included among the differential
dingnoses for this patient's clinical presentation and a a
ST111 roid
rnryepy en WH



hospital where your patent was hospitalized lacksJEapablity. The SME asessed whether

using the causality algorithm (see diagram and reference below). The application of the causality
algorithm resulted in “indeterminate”, in part because the diagnosis of [fifffwas not definitive.

The SMES agreed that there is no contraindication to this patient recciving dose #2 of the
Moderna COVID-19 vaccine and other routine vaccines.

We hope that we have fully addressed yourquestions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future. We have included in the

body of the email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent in one to two months’ time to assess
the patient’ status.

Sincerely,

Disclaimer:
‘The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official positon of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant 0 assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibilty of the treating
healthcare provider.
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March 31, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the opportunity to
review the case of your[JFEINpatient who was diagnosed with[EEN
IEE following receiptof the first dose of Pfizer COVID-19 vaccine. CISA was asked toreview the case.
to assess whether the diagnosis was correct, if receipt of the COVID-19 vaccine might have caused or
contributed to the adverse event following immunization (AEFI), and to provide guidance regarding
future vaccinations,

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA sa
national research network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case was reviewed on February 17, 2021 by the CISA Clinical Consultation
Case Review Working Group, which includes vaccine safety experts, as welassubject matters experts
i-
The following questions were posed:

1." I the diagnosis correct?
2. Did the vaccinels) cause or contribute o the AEFI?
3. WhatisCISAguidance regarding future vaccines for this patient?

a. COVID-19 Vaccine dose 22
b. Routine vaccines?

4. 1s any additional testingwarranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMES reviewed availabe evidence, including the patient's medical and
family history, vaccine safety literature, and Vaccine Adverse Event Reporting Systems (VAERS) search
resus, and the FOA emergency use authorization information on the Pfizer COVID-19 vaccine.

rEee
relatedto the receipt Pfizer mRNA COVID-19 vaccineusing thecausalityalgorithm (sce diagram and
reference below). The application of the causality algorithm resulted in Indeterminate because while
there is no known causal association between thevaccineandl there is not strong evidence of there
was no clear evidence of another cause of the[if although tis possible that |ESSERE=
have been the cause, and there is notstrongevidence againsta causal association.

The SMEs did suggest that if posible, blood be sent to a reference ab (e.
EEE+econ look for evidence of including



OTR 0Es,VAA TOEABAEO
tes the patient or previous COVID-1 infection by looking for antinucieocapsd antibodies. Theres

increasing evidence that n thosewitprevious tection, nedose of vacine el sufficient or
protection.
Given [Ereceipt of VIG, we would notgive seconddoseinanycase for 3 months, aswe are notsure
what th level of ants SARS-CoV: antibodies ae n VIG. Weals recommend waiting uni J}
completely resolves, and then reassessing ned fora second dose 3 months aterEines

regards routine vacations] an receive any other vaccine according to need/schedue wit te
exception that a measles containing vaccine shoud no be gven fo 811 month after receipt ofthe
vie
We hope that we ave fully addressed your questions and concerns, Please fee free to contact us you
aveany further questionso nee to consult us in th future. We hav include in the body a the
email accompanying tis ete, a nk t a survey to evaluate th CISA consultation proces. An
additional parent followup survey willy within the next six months 25545 whetherth patient
os recaed aadtona vanes and RowJpolrated the
sincerely,

Discamer
The findings and conclusion in this report aro those of the subject matter experts and do not
cesar roprasent the official positon of the Genter for Disease Control and Prevention.
ios from GDC. and ISA oxpert is meant 0 assist m decision-making rather than provide
ect patient management. Fationt management decisions are the responsibilty of the (roating
healthcare provider

References
1. Halsey NA, Edwards KM, et al Causality Working Group of te Cirical Immunization Safety

Assessment network, Voccne. 2012 Aug 2430039} 57518. Epub 2012 Apr 14.
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March 18,2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the opportunity to
review the case ofvouI patient who was diagnosedi EE
following receipt of the rst dose of Phizer COVID-19 vaccine. CISA was asked to review the case to
assess whether the diagnosis was correc, if receipt of the COVID-19 vaccine mighthavecaused or
contributed to the adverse event following immunization (AEF), and to provide guidance regarding
future vaccinations,

As part of our mission under the Centers forDisease Control and Prevention (CDC) contract, CISA is a
national research network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case was reviewed on March 4, 2021 by the CISA Clinical Consultation
Case Review Working Group, which includes vaccine safety experts, as well 2s subject matters experts
seEN
The following questions were posed:

1." Is the diagnosis correct?
2. Did the vaccine(s) causeor contribute to the AEFI?
3. Whats CISA guidance regarding future vaccines for this patient?

a. Further COVID-19vaccination?
b. Routine vaccines?

4. 1sanyadditionaltestingwarranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMEs reviewed availableevidence, including the patient's medical and
family history,vaccinesafety literature, and Vaccine Adverse Event Reporting Systems (VAERS) search
results, and FDA emergency use authorization information on the Pfizer COVID-19 vaccine.

There was a ong discussion 2s to whetNSStrcore agnosis.
WEEgmond mest te ce TOITSSown farther Socio

withour SME, itwas assessed that[1ikelyhad o[EEREC'S"then
assessed whether the diagnosis was causally related to the receipt Pfizer mRNA COVID-19 vaccine using
thecausalityalgorithm (see diagram and reference below). The application of thecausalityalgorithm
resulted in Indeterminant becausewhile there is no known causal associationbetween the vaccine and

JHEthere was no evidence of another cause forlC symptoms, and there is not strong evidence against
a causal association.



In regard to [Elsecond dose of an mRNA vaccine, the SME fet that [EE]nas a reasonable level of
protection for now romllrs dose of vacine, and thal would acd to st take appropriate
precautions ENR commend thai ait one or two months o see if thre is
onlrao SPA ILE fully recovered From fines
o_o —hhhe, SARA
JRE. 1recommend 3 horbogh exam oy
Inver ooutin acnatonsfa rece any ater akin nce3 ly recovered.
We hopethat we have fully addressed your questions and concerns, lease fel free to contact us f you
ES SRE
aml accompanying4s eter, a Ink toa survey to evluateth CISA consultation process. An
IMratmasiten
os recevad ational vaccine and owolrated them.
Sincerely,

Discamer
The findings and concluskons in tis report ar those ofthe subject matte experts ad do not

er
Pio Tom GDC and CISA oxpots 1s moat f assis in decision-making rather han provige
iroctpationt management. Paint management decisions are he responsi of throating
heattars prover

ihrsnens
1. Halsey NA, Edwards KM, ta, Causality Working Group of the Clical Immunization Safety

sesiment neteork, Voccne. 2017 Aug 2430039) 57515. Epub 2012 Ar 1.
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On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the opportunity to

so

a. Shouldlllreceive the vaccine?

cs there a specific SARS.CoV.2vaccine[llshould get or avoid?

(VAERS) datamining and Vaccine Safety Datalink (VSD) analysisonJSNES<< 2/50pens
The SMEs agreedthat[Silas the correct diagnosis, and that the patient's symptoms and lab work
were consistent withJEN The SMEs assessed whether the diagnosis was causally related to the

below). The application of the causality algorithm resulted in “Indeterminate”, due to the limited data
available. Although currently there are no safety concerns or signals for JERI tis tme, more data
are needed to conclude that[lllisnotassociated with the Moderna COVID-19 vaccine.

19/info-by-product/clinical-considerations.htmi does not moet s a contraindication or



recaution to COVID-19 vaccine, but does not speificaly ares he uation of a person who had an
[lerdose mAvaccine. ‘ACIP Gonral Sst Paces recommendsthr the Presence 3
moderateo severe acute fines with o without a fever a precaution to administration of all vacines
(bttosi/wans. cdcgovlvacines/hepfacip-recslgeneratrcscontraindication.
15h expertsprovided opinions regarding future COVID-19 vaccination or this patient. The SMI agreed
that the patient should not receive dose 2of the ModernaCOVID-1vaccine at this time. Some experts
suggested to delay administering dose #2 of the Moderna COVID-19 vaccinefo approximately 2:3
months to collect additional safety data and allowthepatient more time torecoverfrom the[Jlil The
SMEs discussed potentially administering the Johnson & Johnson vaccine instead of administering the

Second Moderna COVID-19vacine, a the Johnson & Johnson vaccine is considered 0 be ess
eactogenic but noted the cavea that ther sno data on the reactogenicity or use of th Johnson &
Johnson vacine after an mRNA COVID-19 vaccine. Useofmixed schedulessnot routinely
recommended in COC guidance, which states: every effort should be made 0determinewhich
vaccine product was received a th is dose to ensure completion of the vaccine series with the same
product”
After a temporary pause, the CDC and the U.S. Food and Drug Administration (FDA)liftedthepauseon

Aor 23, 2021, ad recommended resumption of use of J8J/anssen's COVID-1 vacine i the United
States. The Janssen (J&J) COVID-19 vaccine is a replication-incompetent adenoviral vector (human

[Ad26.COV2.5] for J&J) that encodes the spike glycoprotein of SARS-CoV-2, the virus that causes COVID-

19. At the time ofwriting this guidance letter, the Janssen (J&J) COVID-19 vaccine is the only non-mRNA.

COVID-19 vaccine avaiable for use for your patient.

Wealth cre providers administering the Janssen vaccine and vaccine recipents or caregivers should
review the Janssen COVID-19 Vaccine Fact Sheetfo Healthcare Providers Administering Vaccine
ratCatEaBs teFaeCs cea iL” Sees Cored cite
information about th rik of tisEERE."25occurred in a
very smal number of people who have received the Janssen COVID-19 Vaccine.
SMES agreed that future checkin meeting in 2:3 months would be beneficial to discus these options
and determine he ne steps:
Addtional, CISA SMEs discussed whether additional testing is warranted fr ths patent and agreed
that aNNER0 differentiatebetween(NEMSISERENENNoud be beneficial

With regards to routine vaccinations13 can receive any other vaccine onchas recovered ofPTT]
condition’ improving. As noted above he ACIP General Best Practices considers a moderate or severe

acute lines 1 be. precaution fo vaccination: tpsjwww.cdegovluaceines/heplaciprecs/general:
recsomaindcatonsml
We hope that we have ull addressed your questions and concerns, lease fee free to contact us you
have any further questions. We have included inthe body of the emai accompanying this etter, a ink
03 surveytoevaluate the CISA consultationprocess. Anadditonal patient alow-upsurvey wil be sent
iin tha nest month 0255s whether sh pent has recedoaaces andhow |
tolerated them.



sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily roprasent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct pationt management. Patient management decisions are the responsibilty of the treating
healthcare provider.



Rerances

4. Baden LR,ElSahly HM, Essink B, KotloffK,FreyS, Novak R, et al. Efficacy and Safetyofthe

1273SARS CovVaccine i 2021384057403.16
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Wareh 31,2021

On behalf of the Clnial Immunization Safety Ofc GSA) Project, thank ou or he opprtunity o review he case of
yourEERIEcntwho wasdiagnosed with [following receipt of 2 doseof the Pfizer COVID-19
Vaca Co woske review te cas sss whether Fai of Pizar COVID-19 vain igh ve caused or
Comite the acvrse event following immunization AEF) and 0 provide dance regarding future vaccinations,
needed.

15415. atonal essa network at proves heatear rovers with expert aprons on adverse vents following
EO AA AA
on irch 10,202 by the CISA Cina Consultation Cos Review WorkingGroup, which includes vacein safety xprts
as well as subject matters experts (SME) in| CEEEE

The following questions wer posed:
TY ——

2. id hevacknls) cover contibute to the AEF?
Whats IA dance regarding ftore vaccines for tspatient?2 Oiteren formulation?

5. Vacine spacing?
4. 1s ny lina esting waranted?
5. Whantoschedule olowa?

rm ———
vaccine safety literature, Vaccine Adverse Event Reporting Systems (VAERS) search results, and package insert

information on the Pfizer COVID-10 vaccine. We agree that the patient me the COC internal case definition for [J
Ar RNODI
the causality alorithm (see diagram and reference below). The SMEs noted that no casesof[lllbave been
associated solely with COVID vaccine (that we know of); all patients to date had some evidence of

Air ES JrWear therefor unable o conde that vcain cous th case ofBand are
pry AATENoe
Similar cases illo mporant 1 b abl 0 eonmore shouts he ft



‘The SMEs agreed that currently, the patient does not need another dose of COVID 19 vaccine a4] has already
received 2 doses. However, if a booster dose should become standard of care, we wil need to awaitfutherdata to help
inform that decision at that time.
itis recommended that the patient receive ll routine vaccines as necessary and indicate
Nofurthertesting is indicated at this time. However, there is apatien:SNSSNSISSEIIN The team vould
recommend hanging on to that sample, as there might be additional testing opportunities in the future that would be
helpful or this patient
The team recommended follow up as needed post discharge.
We hope that we have fully addressed your questions and concerns. Please feel free to contact us if you have any
further questionso need to consult usin the future. We have included a lnk toa survey to evaluate the CISA
consultation process in the body ofthe emaaccompanying tis etter. An additional patient follow-up surveywil be
sent within the next ix months to asses whetherth patient has recived addtional vaccines and how tolerated
them.
Thank you for contacting CISA; we wish your patient a continued recovery.

sincerely,

Disclaimer
The findings and conclusions in this report are those of the subject matter experts and do not necessary
represent the official positon of the Centers for Disease Control and Prevention. Advice from CDC and CISA
experts is meant to assist in decision-making rather than provide direct patient management. Patient
management decisions are the responsibilty of the lreating healthcare provider.
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May, 2021

On behalf of the Clinical Immunization Safety Offic (C154) Project, thank you fothe opportunity to review
the case of oT patient who experienceIEEGGEG

[rR ccipt of the first doseof the Pfizer COVID-19 mRNA vaccine. CISA was asked to
Teviow the case to assesswhetherthediagnosis was correct, if receipt ofthe Pizer COVID-19 mANA vaccine
might have causedor contributed tothe adverse event followingimmunization (AEF), and to provide
guidance regarding future vaccinations.

As part of our mission undertheCenters for Disease Control and Prevention (CDC) contract, CISA sa national
esearch network that provides healthcare providers with expert opinions on adverse events following
immunizations. This case wa reviewed on March 15, 2021 by the CISA Clinical Consultation Case Review
Working Group, which includes vaccinesafety expert, as wel as subject maters experts (SME) in NNENEINENNN
EEE
The following questions were posed:

1. 1s the diagnosis correct?
2. Didthe vaccines) cause or contributeto the AEFI?
3. Whats CISA guidance regarding future vaccines for this patient?

a. COVID-19 vaccine?
b. Routine vaccines?

4. 1s any additional testing warranted?
5. When to schedule follow-up?

Additional specific questions:
1. 1f{ffs exposed to someonewith COVID-19,whatare fisks?
2. Concernre: variants?
3. What are potential isks forrecurSERENE vc 2 second mRNA vaccine or

adenovirus vectored vaccine?

CISA vaccine safety and other SMES reviewed avallabe evidence, including the patient's medical and family
history, vaccine safety lterature, andVaccine Adverse Event Reporting Systems (VAERS) search results, and
the FDA emergency use authorization information on the Pizer COVID-13 vaccine.

While the majority of SMEs agreed that a agnosis ofSEERthe likely diagnosis, there was
some uncertainty and the sts onthe call Gelberied even a dagross ofEIN
mm 1 erEvprovided the

tational thadespite hard evidence and data to support the Gagnosstheclinical tory s more consistent
with the condition. Support for a diagnosisof [ENRIRRIRclocedtht this diagnosis s just as



possible as SENSEI2nd no inciting event s necessary to precipitate the condition.

SetihenryindieSorin m
applied usinga diagnosis ofINNERo s<css whether this patient's AEFwoscausally related to

tr UI evecooriyspmairesenronieneears the dogosna, aris deneoseTchs TE
ee an

nado, the SME avrguidance regardingure COV 19vactin whichis uted below. The
ASOAA WAHARA

rious SMEs an the cll td hy would robbly adie ais second dos of he Pr COVID19er vacin,RBvorERRreponpele ht or
NeAe AM 0
i— i— ted mat
yyvo oiera SE vee:
ET rw:ideci. Soper or ssgtr cote ht wok wl evel nde

saat
Vaccine to be ess inflammatory and less reactive than the mRNA vaccines. [SISERIREIENN stated tha heott sida oa conversion the don tency vo rosea ir RE vre
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May 4, 2021

On behalf of the Clinical Immunization Safety Assessment (CISA) Project, I would lke to thank
you fo the opportunity to review the case of your patient who experienced INENENSSNESEN
JER (o!lowing receipt of dose 1 of the Moderna COVID-19 mRNA vaceine, CISA was asked
to feview this case to assess whether the diagnosis of| EENESRNERENEN 2s correct, if
receipt of the vaccine might have caused or contributed to the adverse even following
immunization (AEF), and to provide guidance regarding future vaccinations
As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,

CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on April 5, 2021 by the CISA
Clinical Consult Case Review Working Group, which includes vaccine safety experts, as well as
subject matter experts (SME) in
“The following questions were posed:

+ Isthediagnosiscorrect?
+ Did the vaceine cause or contribute to the AEFI?
+ Whatare the recommendations fo future vaccines?

© COVID-19 vaccine?
© Routine vaceines?

+ Is any additonal testing warranted?
+ When to schedule follow-up?

CISA vaccine safety and other SMES reviewed available evidence, including the patient's
medical and family history, vaccine safety literature,EEG
reaction literature



=SMEs agreed that was the correct diagnosis. The SMES
assessed whether the diagnosis was causally related to the receipt of the Modera COVID-19
vaccine using the causality algorithm (see diagram and reference below). The application of the
causality algorithm resulted in “Indeterminate,” as the SMES agreed that the diagnosis was
correct and failed to identify any other causes for the | EEEESRSENSNRN However,
there is no known causal associationwithIEESNESNSENENN<1 he vaccine and no
strong evidence against a casual association with the vaccine, resulting in a causality
determinationof “Indeterminate.”

‘The SMEs agreed that the patient should not receive dose #2 of either of the available mRNA
vaccines. However, it would be reasonable to consider future mRNA vaccines in consultation
with anJERR The SMEs discussed the possibility ofthe patient receivinga dose of the
Johnson & Johnson's Janssen (J&J/Janssen) COVID-19 vaccine based on shared decision-
making with the patient, referring provider, and primary care physician. Afier a temporary pause
the CDC and the U.S. Food and Drug Administration (FDA) liftedthe pauseon April 23, 2021,
and recommended resumption of use of J&J/Janssen’s COVID-19 vaceine in the United States
‘The Janssen (J&J) COVID-19 vaccine is a replication-incompetent adenoviral vector (human
[Ad26.COV2.5] for J&J) that encodes the spike glycoprotein of SARS-CoV-2, the virus that
causes COVID-19. At the time of writing this guidance leter, the Janssen (J&J) COVID-19
vaccine is the only non-mRNA COVID-19 vaceine available for use for your patient.

Health care providers administering the Janssen vaccine and vaccine recipients or caregivers
should review the Janssen COVID-19VaccineFact Sheetfor Healthcare Providers
Administering Vaceine (VaccinationProviders) and Fact Sheet for Recipients and Caregivers,
which have been revised to include information about the risk of this syndrome, which has
occurred in a very small number of people who have received the Janssen COVID-19 Vaccine.

Regarding routine vaccines, CISA SMEs advised that the patient continue to receive:
immunizations according to the usual Advisory Committee on Immunization Practices (ACIP)
recommendations. They agreed that no additional testing i required.

We hope that we have fully addressed your questions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future. We have included in the
body of the email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent in one months” time to assess the
patient’s status and the result off follow-up.

Guidance regarding COVID-19 vaccines is frequently being updated, and we suggest that you
check the following sites for the most updated guidance regarding CDC and ACIP guidance for
COVID-19 vaccines



«For updated information on COVID-19 vaccines that have received a recommendation from
the Advisory Committee on Immunization Practices, please see:
hups://www.cde.gov/vaccines/heplacip-recs/vace-specific/covid:19-hml

+ For the most up-to-date information, CDC will continue to post information online at
hps://wwiw cde. gov/coronavirus/2019-ncov/index hml

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advicefrom CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.



References

1. Halsey NA, Edwards KM, ot a, Causality Working Group ofthe Clinical Inmunization
Safety Assessment network, Vaccine. 2012 Aug24:30(39):5791-8. Epub 2012 Apr 14.

Additional Resources:

+ FutStestfor HoalibaarePrwidersAdvinisteringVoesing
+ Fact Short fox Retpronss and Congres
© CIC Healy Alert for Health Cae Providers
+ Johnson &Johnson Granting EUAAmendment (Apel 23,2021)

[oo]
——— Erron — RR]

*\ m+ ——

EE tan |SES| EEE]

La > ma] [es]

SL =m] EEmt

rr] Cs
a fmm] TEE
= veee ho - A ™

so (EEE) ew [FEET

= = AN

BE my EE ewol ===



June 4, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the opportunity to
revi he cas of vouEEEWOR who ves ysis fSEERvin rect
of the first dose of the Moderna COVID-19 vaccine. CSA wasasked to reviewthecase to assess whether
the diagnosis was correc, if receipt of the COVID-19 vaccine might have caused or contributed to the
adverse event following immunization (AEFI), and to provide guidance regarding future vaccinations.
We regret any inconvenience caused by our delay insendingthis letter. Our letters have been delayed
by substantia increases in requests forvaccine safetyreviews and consultations.

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA is a
national research network that provides healthcare providers with expertopinionson adverse events
following immunizations. This case was reviewed on April 5, 2021by the CISA Clinical Consultation Case:
Review Working Group, which includes vaccine safety experts, as well as subject matters experts (SME)

SE
The following questions were posed:

1. 1s the diagnosis correct?
2. Did the vaccine(s) cause or contribute to the AEFI?
3. Whatis CISA guidance regarding future vaccines for this patient?

a. Further COVID-19 vaccination?
b. Routine vaccines?

4. 1s any additional testingwarranted?
5. When to schedule follow-up?

CISA vaccine safety and other SMEs reviewed available evidence, including the patient's medical and
family history, vaccine safety lterature, and Vaccine Adverse Event Reporting Systems (VARS) search
results, and FDA emergencyuseauthorization information on both the Pfizer and Moderna COVID-19
vaccines. The{EERE SMEson the cal agreed tha there was no clear diagnosis for thepatient, as

[523]symptoms did not fit any clearcategory anf1 Ja not have any objective findings. However, there
1570 known causal association, or cea bicogicatfway fo a vaccine to cause[FTymptoms

Without a diagnosis itis dificult to determine a causa relationship between thevaccine and the
symptoms. When we used the causality algorithm develope by Neal Halsey and colleagues diagram
and reference below), we ended up with an outcome of “indeterminate” as to whether the vaccine.
contributed to the adverse event.

The FOA EUA and COCinterim Clinical Considerations for Use of COVID-19 Vaccines



(bts govlsacins covi:19nt-byproductclincaconsiderationshm) ts the
contraindication and precautionsfor COVID-19 vaccination. Based on the uidancein that document,
Jou patent docs not have  <ontaiaionto recepof the second dos ftheCOVID19vacinand
would al into the Green category 2 | has since notified me thaf | has received the second dose and

has tolerated it well, with no additional SERENE

We hope that we have uly addressed your questions and concerns, We have included in the body of
the cml accompanying th eter, nk t survey to avluat th CSA consaton proces.
—

Disaimer
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
rect patient management. Paint management decisions are he responsibilty ofthe roating
healthcare provider:

References
1. Halsey NA, Edwards KM, ta,CausalityWorking Groupof the Clical Immunization Safety

Assessment network, Vaccine. 2012 Aug 24;30(39):5791-8. Epub 2012 Apr 14.



——
om

ee
= EE T oF

SE=

EEE Ag



May 25,2021

On behalf of the Clinical Immunization Safety Assessment (CISA) Project, I would like to thank
you for the opportunity to review the case of your patient who experiencedEEEnd
SE(o110wing receipt of dose 2 of the Moderna COVID-19 mRNA vaccine. CISA
was asked 0 review this case 10 assess whether the diagnosis of NSESESEESENSNN
MERE + correct, if receipt ofthe vaceine might have caused or contributed to the adverse
event following immunization (AEFI), and to provide guidance regarding future vaccinations.

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on April 12, 2021 by the CISA
Clinical COVID-19 vaccine (COVIDvax) Consultation Case Review Working Group, which
includes vaceine safety expert, as well as subject mater experts (SME) inNNN

The following questions were posed:

«Is the diagnosis correct?
* Did the vaccine cause or contribute to the AEFI?

+ What are the recommendations for future vaccines?
© COVID-19 vaccine?
© Routine vaccines?

«Is any additional testing warranted?
«When to schedule follow-up?

CISA vaccine safety and other SMEs reviewed available evidence, including the patient's
medical and Family histor. vaccine safety erature, andEEREoto anRR
EErue.

“The SMEs agreed that{NSN+: no the correct diagnosis
because it merely described the patient's symptoms rather than the discase. They agreed that the
correct diagnosis was most likelyIEG
ERIE This assessment was made based on lack of objective findings despite thorough
evaluations. The SMEs assessed whether the diagnosis was causally related to the receipt of the
Moderna COVID-19 mRNA vaccine using the causality algorithm (sce diagram and reference



below). The application of the causality algorithm resulted in “Inconsistent with causal
association”, because there is no known causal association with the vaccine.

‘The SMES recommended that the patient couldreceive mRNA CONID 19 vaccines in the future
if, for example, a booster dose were recommended. However, sincd 42 has received both doses
of the vaccine, this is purely hypothetical for now. Regarding other routine vaccines, CISA
SMEs advised that the patient continue (0 receive immunizations according to the usual
Advisory Committee on Immunization Practices (ACIP) recommendations.

Additionally, CISA SMEs discussed whether additional testing is warranted for this patient and
agreed that furtherSSSResting is not necessary or recommended. However, the SMES
agreed that an anti-nucleocapsid antibody test would be helpful to assess for past COVID-19
infection

We hope that we have fully addressed your questions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future. We have included in the
body of the email accompanying this letter, a link to a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent in one months” time to assess the
patient’ status and results of the anti-nucleocapsid antibody test and wfpmeis|

Guidance regarding COVID-19 vaccines is frequently being updated, and we suggest that you
check the following sites for the most updated guidance regarding CDC and ACIP guidance for
COVID-19 vaccines:

«For updated information on COVID-19 vaccines that have received a recommendation from
the Advisory Committee on Immunization Practices, please see:
hutps//www.cde. gov/vaceinesheplacip-recs/vace-specific/covid-19.html

+ For the most up-to-date information, CDC will continue to post information online at
hutps://www. cde. gov/coronavirus/2019-ncovlindex. him

Sincerely,



Disclaimer:
The findings and conclusions in this report are those of subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advicefrom CDC and CISA experts is meant 10 assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.
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1. Halsey NA, Edwards KM, et al, Causality Working Group of the Clinical Immunization
Safety Assessment network, Vaccine. 2012 Aug24:30(39):5791-5. Epub 2012 Apr 14
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May 17,2021

On behalf of the Clinical Immunization Safety Assessment (CISA) Project, I would like o thank
you for the opportunity to review the case of your patient with | EEISR+o
experiencedJENNER following receipt of the second dose of the Piizer-BioNTech
COVID-19 mRNA vaccine. CISA was asked (0 review this case to assess whether the diagnosis
ofEERE5 correct, if receipt of the vaccine might have caused or contributed to the
adverse event following immunization (AEFI), and to provide guidance regarding future
vaccinations;
As part of our mission under the Centers for Disease Control and Prevention (CDC) contract,
CISA is a national research network that provides healthcare providers with expert opinions on
adverse events following immunizations. This case was reviewed on April 14, 2021 by the CISA
Clinical Consult Case Review Working Group, which includes vaccine safety experts, as well as
subject mater experts (SME)in|
The following questions were posed:

«Is the diagnosis correct?
«Did the vaccine cause or contribute to the AEFI?
« Whatare the recommendations for future vaccines?

© COVID-19 vaccine?
© Routine vaccines?

«Is any additional testing warranted?
«When to schedule follow-up?

CISA vaccine safety and other SME reviewed the available evidence, including the patient's
medical and family history. vaccine safety literature, and reports ofEERIEfcr
COVID-19 vaccination.
“The SMEs agreedthatJERIvs the correct diagnosis. The SMES assessed whether
the diagnosis was causally related to the receipt of the Pfizer-BioNTech COVID-19 mRNA
vaccine using the causality algorithm (see diagram and reference below). The application of the
causality algorithm resulted in “Indeterminate”, as there was no strong evidence found in the
literature to definitively say whether or not there was a causal relationship between the adverse



event and the vaccine and no vaceine safety surveillance signal forIESE
RR
The CISA SMEs decided that, at this time, they could not make a recommendation concerning
whether or not the patient could receive mRNA COVID-19 vaccines in the future i, for
example, a booster dose was recommended. They discussed their hesitancy to give the patient a
future COVID-19 vaccine due to the concernforIEESESSSSSSISENY but agreed hat they
could revisit the conversation ifa future booster dose is required and there is more information
available in the literature. Regarding other routine vaccines, CISA SMEs advised that the patient
continue to receive immunizations according to the usual Advisory Committee on Immunization
Practices (ACIP) recommendations. Additionally, CISA SMEs discussed whether additional
testing is warranted for this patient, and agreed that further testing is not necessary or
recommended at his time.
We hope that we have fully addressed yourquestions and concerns. Please feel free to contact us
if you have any further questions or need to consult us in the future. We have included in the
body of the email accompanying this letter a link t0 a survey to evaluate the CISA consultation
process. An additional patient follow-up survey will be sent in one month's time to assess the
patients status.
Guidance regarding COVID-19 vaceines is frequently being updated. and we suggest that you
check the following sites for the most updated guidance regarding CDC and ACIP guidance for
COVID-19 vaccines
«For updated information on COVID-19 vaccines that have received a recommendation from

the Advisory Committee on Immunization Practices, please sce:
hitps://www. cde. gov/vaccines/heplacip-recs/vace:specific/covid-19 hum

+ For the most up-to-date information, CDC will continue to post information online at
hitps://www. cde. gov/coronavirus/2019-ncov/index. him

Sincerely,



Disclaimer:
The findings and conclusions in this report are those of subject matter experts and do not
necessarily represent the official position of the Centersfor Disease Control and Prevention.
Advicefrom CDC and CISA experts is meant 10 assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.
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May 6, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you forthe opportunity to
review the case of your[INEM WII patient who developed »EEN
after receipt of the 23-Valent Pneumococcal Polysaccharide Vaccine (PPSV23) in November 2020. CISA
was asked to review the case to assess whether the diagnosis was correct, and to provide guidance
regarding COVID-19 vaccinations.

As part of our missionunder the Centers for Disease Control and Prevention (CDC) contract, CISA is a
national research network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case was reviewed on April 2, 2021 as a mini-consultation with myself
and Dr. Theresa Harrington of the CDC. We also discussed thi case with other members of the CISA
Clinical Consultation Case Review Working Group, which includes vaccine safety experts, aswell as
subject matters experts (SME) in infectiousdiseases and|SNNSSNIRERIN

The following questions were posed:
1." s thediagnosis correct?
2. Did the vaccine(s) causeor contribute to the AEFI?
3. Whats CISA guidance regarding future COVID-19 vaccines for tis patient?

a. COVID-19 vaccine?
b. Routine vaccines?

4. 1s any additional testing warranted?
5. When to schedule follow-up?

With you on the cal, we reviewed available evidence, including the patient's medical history, vaccine
safety literature, and Vaccine Adverse Event Reporting Systems (VARS) search results, the FDA package
insert for the PPSV23, and information from the Emergency Use Authorization (EUA) materials on the
mRNA vaccines,

We discussed that reports of serous NRNNESIRNSIENEN= b¢<r reported
in case reports afte the PPSV23, as well n reports tothe VAERS published in 2016 (reference below)
Based on this, using the causality algorithm developed by Neal Halsey and colleagues (diagram and
reference below, it was determined that your patient's symptoms after receiving the PPSV23 were
Consent witha cust association betwen he vckine andrmptoms. Hosur th eymproms

The FDA EUA and CDC nterim Clinical Considerations for Use of COVID-19 Vaccines
(tos: Jw cdc gov/vaceines/covid-19/info-by-product/dinica-considerations him) sts the
contraindications and precautionsorCOVID-19 vaccination. Based on the guidance in that document,
your patient does not have a contraindication to receiptof the COVID-19 vaccine, and would fall nto the
Green category.

Wealso thought that it was important for your patient toreceiv oer routine vaccinations as



indicated. ts unknown whether25 wil have a similar +another dose of
lees

that [Ql have the same robust response afte sucha long time has elapsed.

In terms of additional testing, we recommended checking a SARS-CoV-2 anti-nucleocapsid antibody testoro vacanation_Th tes il form you ato whether a ot the pant hs hat pris ARS:
EE

oilb recommended The wring for tepurposeofproviding You and tepatent ith
bmAn
Wehoe hat we have fly addressedyour questions anager. leaseupdateuswhenyour
Sion ecees a COMD.A3 acing nd ous nw how ows. Pls fe 10 conte os 100
Totemtute uations mond nome it FTAs haviesot oy of he
aml accompanping th eter, Ik. sree 0evlitethe CSRcommutation proces. we wold

en
sis

oiclimer
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
rocptont management Fasent managemont dociions 46 1 oapoRSilty of in beating
eprom,
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June 3, 2021

On behaf ofthe Clnical immunization Safety Offic (CSA) Project thank you for the opportunity to
review the caseofyour[SEERpatient whodeveloped ENEERIRN spvroximately one day
ater receiving dose 2 of the Moderna COVID-19 vaccine on February 25, 2021. CISAwas asked to
provide guidance as to whetherthe administration of the Moderna COVID-19 vaccine wsa direct
causationofthepatient’[ERIN

As part of our mission under the Centers for Disease Control and Prevention COC) contact, CISAisa
national research network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case was reviewed on Apri 28, 2021 by the CISA Clinical Consultation Case
Review Working Group, which includesvaccine safety experts, as well as subject matters experts SMES)
i» ECTCT
The following questions were posed:

1. I the diagnosis correct?
2. Did the vaccine causeor contribute tothe AEFI?
3. What are the recommendations or future vaccines?
4.15 any additonal testing warranted?
5. When to schedule follow-up?

CISA vaccine safetyand other SMES reviewed available evidence, including the patient's medical and
family history, eratureonJSISIERERNand vaccines, and FOA emergency use authorization
informationon the mRNA COVID-1 vaccines. Results from Vaccine Adverse Event Reporting Systems
(VAERS) data mining and Vaceine Safety Datalink (50)analysis onSEER were lo reviewed:
‘The SMEs agreed that the patient's symptoms and lab work were consistentwithJENSENThe
SMEs assessedwhetherthe diagnosis was causally elated to the receipt of the Moderna COVID-19
vaccine using the causality algorithm (see diagram and reference below). The application of the causality
algorithm resulted in “Indeterminate for causation, ut likely 2s contributing’, due tothe ited data
available. Althoughcurrently there are no safety concerns or signalsforERIEthstime, more
data are needed to concludethat[EIENsnot directly associated with the Moderna COVID-19
vaccine. However, the SMEs agreed that a causal relationship between the Moderna COVID vacine and
SB:ological plausible, based of the reactogenicity of the vaccine.
CDC's Interim Clinical Consdations fo Use of COVID-19 vaccines tps uu cdc gov/vacinescov:
19/info-by-product/clinical-considerations. html does notconsider[RISENER as a contraindication or
precaution to COVID-19 vaccine. ACIP General Bes Practice recommends tha the presence of a
moderate or severe acute ness with or without a feveris a precaution to administrationofall vaccines



(https://www.cdc.gov/vaccines/hep/acip-recs/general-recs/contraindications. html.

CISA experts provided opinions regarding |ENEMSSSSEN- the timeof administering the COVID
vaccine. The SMEsagreedthat|ENSSERSSSSIRINNde to presumedNESS5
unnecessaryat the time when administeringthe COVID vaccine. However, the CISA experts did agree.
that increasingIESE for patients who had asignificant reaction to dose 1of an mRNA vaccine
would be recommended.

Additionally, CISA SMEs discussed whether it would be beneficial to routinely test for COVID-19 antibody
response for patients who hadusedJEEll fortheir symptoms. The SMEs agreed that serologic testing
was not recommended, as CDC guidancestates that antibody testing is not recommended to assess.
immunity: htps://www.cdc.gov/coronavirus/2019-ncov/lab/resources/antibody-tests guidelines html

We hope that we have fully addressed yourquestions and concerns. Please feel free to contact us if you
haveany further questions. We have included in the body of the email accompanying this letter, a link

to. survey to evaluate the CISA consultation process. An additional patient follow-up survey will be sent
within the next sixmonths to assess whether the patient has received additional vaccines and now[77|
tolerated them.

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.
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June 23, 2021

On behalf ofthe Clinical Immunization Safety Office (CISA) Project, thank you for the opportunity to
review the caseofyour EE U potit who developed s INNER folowed by
ESEith symptom onset beginning approximately 24 hours after receiving dose 1 of the
Moderna COVID-19vaccine on March 27, 2021. CSA wasasked to provide guidance as to whether the
administrationof the Moderna COVID-19 vaccine wasa direct causationof thepatient NNER
mE

As part of our mission under the Centers for Disease Control and Prevention (COC) contract, CISA is a
national research network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case wa reviewed on April 28, 2021by the CISA Clinica Consultation Case
Review Working Group, which includes vaccine safety experts, as well as subject matters experts (SMEs)

ET
The following questions were posed:

1. 1s the diagnosis correct?
2. id the vaccinecauseor contribute tothe AEFI?
3. What are the recommendations or future vaccines?

a. Routine vaccines
4. 1s any additonal testing warranted?
5. Whentoschedule follow-up?

CISAvaccinesafetyand other SMEs reviewed availabe evidence, including the patient's medical and
family history, literature on EEE vaccines, and FDA emergency use authorization information
on the mRNA COVID-19 vaccines. Results from Vaccine Adverse Event Reporting Systems (VAERS) data
mining and Vaccine Safety Datalink (VD) analysisonJESSENvere also reviewed.

The SMEs agreed tha the patient's symptoms and lab work were consistent itSEEN]
There was noevidence of acute COVID-19 infection or prior COVID-19 infection. The SMIEs assessed
whetherthediagnosis was causally related tothe receipt of the Moderna COVID-19 vaccine using the
causality algorithm (see diagram and reference below). The application of the causality algorithm
resuited in “Indeterminate”, due to the lmited data available, and possibilty of other etiologies
Although currently thereare no safety concerns or signals orSEESEEISEEEE this ime, more data
are needed to conclude thatSERREnotdirectly associated with the Moderna COVID-19

OC's Interim Clinical Considerations for Use of COVID-19 vaccines hitps fuss. cde govvaccines/cov
15/nfo-by-oroduct/cinicl-consideratons htm does notconsider NEE * >



contraindicationor precaution to COVID-19 vaccine. However, ACIP Genera Best Practices recommends
tha the presence of a moderate or severe acute ines with o without a fever sa precaution 0
administration of al vaccines (tps wi cdc soulvaccines/ncp/acip-ecsgeneral.
ecs/contraindications im.

The SMEs agreed that there were insufficient data to establish a causal relationship between the
Moderna vaccine and the patient's ESESNESI However, as a safety precaution, the SMES felt
that thepatient should not receive dose 2 of the Moderna COVID-19 vaccine due to the Jak of other
identifiable etiologiesforJRSM In this particular case, the patienthasstated walt )e not
interested in receiving additional doses of COVID vaccine.

Additional, CISA SMEs discussed the potential benefit of conducting an extended[0 L5.C#2770]
frozen serum or urine were available fromthe time of admission to

see if there was some other substance that could have contributedto the patient's|S

We hope that we have fully addressed yourquestions and concerns. Please fel fre to contact us you
have any further questions. We have included in the body of the email accompanying thi eter, a ink
to: survey to evaluate the CISA consultation process. An additional patient follow-up survey will be sent
within the next six months to assess whether the patent hsreceivedadiiona vaccines and how 17]
tolerated them
Sincerely,

Disclaimer:
The findings and conclusions in his report are those of the subject matter experts and do not
nocessarily represent the official positon of the Centers for Disease Control and Provention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
iroct pationt management. Patient management decisions are the responsiilty o the treating
healthcare provider.



eterences
1 alse NA, Edwards Ket al, CusaltyWorkingGroup of the incl immunization SfetyReseeumen newort acne. 2013 Ag 243003157918 Epub 2002 Apr4

Lo]
[== Er}ee |

*Y rv’ mm

= i)
a Eb

(mt

La ee
VE Em |e

er LEE
a EE) eben [FEE

[| ee] 5
[== oo TEN

“Em BR TEE
BR ee ToL EE

BE op Ee



June 3,2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for the opportunity to

review the case of your[SEENEER patient who developedEERIE proximately one day
ater receiving dose 2 of the PfizerBioNTech COVID-19 vaccine on March 22, 2021.CISA wasasked to
provide guidance as o whether the administration of the PizerBioNTech COVID-19 vaccine was direct
causation of the patient's| NINE

AS part of our mission underthe Centers or Disease Control and Prevention (CDC) contract, CISA is a
national research network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case was reviewed on Apri 28, 2021 by the CSA Clical Consultation Case
Review Working Group, which includes vaccine safety experts, a well a subject matters experts (SMES)
EET

The following questions were posed:
1. I the diagnosis correct?
2. Did the vaccine cause or contribute to the AEFI?
3. Whatare th recommendations or future vaccines?
4. 1s any additional testing warranted?
5. When to schedule follow-up?

ish vaccine safety and other SMEs reviewed available evidence, including the patient's medica and
family history, erature on EERIEand vaccines, and FOA emergency use authorization
information on the ANA COVID-19 vaccines. Results from Vaccine Adverse Event Reporting ystems
(VAERS) catamining and Vaccine Safety Dataink (VSD)anayss on[SNE aso reviews.

The SMEsagreed that the patient's symptoms and lab work were consistentwith[ESSN The
SMEs assessed whether the diagnosis ws causal related tothe receipt of the PizerBioTech COVID-19
vaccine using the causality algorithm (see diagram and reference below). The applicationof the causality
algorithm resulted n “Indeterminateforcausation, but kel as contributing’, due to the imitd data
available. Althoughcurently there ae no safety concerns or signals for EEREat this time, more
data are needed to conclude thatJENnotdirectly associated with the Piizer COVID-19
vaccine. However, the SMES agreed that a causa relationship between the Pfizer COVID-19 vaccine and
REIN 0/oically plausible, based off the reactogenicity of the vaccine.
CDC's Interim Clinical Considerations for Use of COVID-19 vaccines hitps/ ww cd. ov]vaccines]cov
slab rode inl <ondrons nl doesn cond {1scncaniaionon

precaution to COVID-19 vaccine. ACIP General Best Practices recommends hat he presence ofa
moderate or severe acute flness with or without a fever is a precaution to administration of al vacines



(btos:/fwwnw cdc sovlvaccines hco/acip-recsgeneratrecscontraindicationshm.

ish experts provided opinionsregarding MESSE sc the time of administering the COVID
vaccine. The SMEs agreed thatstressIEEEcvs to resume MESEENSINEEIN «
unnecessary at the time when administering the COVID vaccine. However, the CISA experts did agree
thatincreasingIERSEREEERN or tients who hada significant reaction o dose 1 of an mRNA vaccine
would be recommended

Additionally, CISA SMEs discussed whether it would be beneficial o routinely test for COVID-19 antibody
response for patients who haduseEEBMEor their symptoms, TheSMIEs agreed that serologic testing
was not recommended, as CDC guidance states that antibody testing s not recommended to assess
immunity: hits: Js. cd gov/coronavirus/2019-ncov/lab esources/antibody-tests-uidelines. ml

We hope that we have flladdressed your questions and concerns. lease fel free to contact usif you
have any further questions. We have included in the body of the email accompanying thi eter, ink
0: survey to evaluatethe CISA consultation process. An additional patient follow-up survey wil be sent
within the next six months to assesswhether the patient has received additional vaccines and how["1)|
tolerated them.

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant fo assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider:
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review the case of yourSEENI patent who was diagnosed ET,

contributed to the adverse event following immunization (AEFI), and to provide guidance regarding

Review Working Group, which includes vaccine safety experts, as well as subject matters experts (SME)

-ETTC

(a classic case). As you brought to our attention,|



reference below), we ended up with an outcome of “Indeterminate” as to whether the vaccine

(https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html) lists the

patient has received additional vaccines and howl Jolerated them.

Bw
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EET16,2021

On behalf ofthe Clinical Immunization Safety Office (CSA) Project, thank you for the opportunity to
reins the case of yourEEEctwho cevcloEEE
approximately 13 hours alter receiving dose 1 of the Moderna COVID-19 vaccine on April 1, 2021. CISA
was asked to provide guidance as to whether the administration of the Moderna COVID-19 vaccine was
a direct causation of thepatient's[NESE

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA is a
national research network that provides healthcare providers with expert opinions on adverse events
following immunizations. This case was reviewed on May 18, 2021 by the CISA Clinical Consultation Case
Review Working Group, which includes vaccine safety experts, as well as subject matters experts (SVIES)
iEEE
The following questions were posed:

1." is the diagnosis correct?
2. Didthe vaccinecause orcontribute to the AEFI?
3. What are the recommendations for future vaccines?

a. Routine vaccines
4. Is any additional testing warranted?
5. Whentoschedule follow-up?

CISA vaccine safety and other SMEs reviewed available evidence, including the patient's medical and
family history, lterature on |ESSERE2d vaccines, and FDA emergency use
authorization information on the mRNA COVID-19 vaccines. Results from Vaccine Adverse Event
Reporting Systems (VAERS) data mining and Vaccine Safety Datalink (VSD) analysis on INSEE
EEvere also reviewed.

The SMEs agreed that the patient's symptoms and lab work were consistentwithIESE
ERR55 assessedwhether the diagnosis was causally related to the receipt of the
‘Moderna COVID-19 vaccineusing the causality algorithm (see diagram and reference below). The
application of the causality algorithm resulted in “Consistent with causal association”, due to the sudden
acute stress of receiving the Moderna COVID-1 vaccine, leading to] Of note,
the SMEs agreed that they could not specify f the patient's recurrenceof
was a direct]6420S31a06 Jesponse from vaccination,o occurred due to the patients
anxiety and sess levels around thevaccination process



CDC's Interim Clinical Considerations for Use of COVID-19 vaccines htps:/ Ju cdc gov/vaccines/covid
19/info-by-product/cinica-considerations htm does notconsider ENNNEINNNE: »
contraindicationo precaution to COVID-19 vaccine. ACIP General Best Practices recommends that the
presence of a moderate or severe acute iness with or without a fever is a precaution to administration
ofall vaccines (https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/contraindications.html.

The SME agreed that the patient should receive dose 2 of the Moderna COVID-19 vaccine. However,
the experts agreed that the patient should receiv afollow-up|ESERIRNto ensure the patient's
full recovery, prior to administering dose 2ofthe Moderna COVID-19 vaccine. The SMESalso suggested
potentiallyraising thepatient'sEINEM levels to potentially avoid a repeat occurrenceof[NINE

en CISASMEs discussed the.—benefit ofTe—

We hope that we have full addressed yourquestions and concerns. Please feel free to contact us if you
have any further questions. We have included in the body of the email accompanying this etter, ink
10: survey to evaluate the CISA consultation process. An additonal patient follow-up survey wil bea]
within the next six monthsto assess whether the patient ha received additional vaccines andhowJc.|
tolerated them

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant {o assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.
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Jones, 20

On behalfofthe Clinical Immunization Safety Office (CISA) Project, thank youfor the opportunity to
review he case of youNNR1ole ERNE oc
Tecepof the ft dos f the Moderna COVD19 acne: Iwos ke 1 reve the cate to sens

esrt Fo Fear meresmara
Toth adverse event flowing mmizaon (AEF), and provide gidance giving ore

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISAis a
tons esearch network ht provide healthcare provitrs with expert opinion on aise evens
following immunizations. This case was reviewed on May 19, 2021 by mysel, Or.ER
the coc sa Team, an or. SENN» TS
The allowing questions were posed

3." Ith dogmas comect?2. Gitte vacinl) coeor contribute to theAEF?
Whats 5Apudance regording fur vacines for his potent?

2. umberCOWD23vcantion?Se
4. 1sanwadénionlesing warranted?
5 Whentoschedule fol?

Collectively, we reviewed the including the patient's medical and family history, Or ENS
summarized[iffond we reviewed vaccine safety literature, and Vaccine Adverse Event Reporting
EIR RHSOI Sr rs
fr camplg ciation withthe same sarc ta againsit. rf1 Jones
re ta oD Eeocgoread3
Brighton rtera Level see reference) ag iano a Sn

preceding [SNIIEN] Or. MEME et hat t wos the mostlikely the trigger for theBlland so
essa:

we onde ith a owcome of “constant with Coa ssccotin 5 5 whether th icine
come the stv
We did recommend that your patient rece] % Jecond dose of vaccine, once the acute illness that you
od nought ur stent ha ese. vou marionettes heJoosmr ove the
NatoaIEtats rite ut does ove eet AeIY atsein th
a aoirir



ES ETFEHR3 SE
no to sich to the Janssen vacin, onceRRERRRRRoor

The FOA EUA and COC Interim Crical Considerations frUseof COVID-19 Vaccines
{Hine /uneect govisacines/Cout5/nfon raduct incaondiderations am) ts the
containdications and precautions for COVID.19 vacation
We ope thot we hove fully aiessed your questions nt concerns, ease asl fas to contact us ys
have any further questionsor need 9 consul us nthe future. We have included in the body of the
aml acompanying sete, a lnk toa survey to evaluate the CIA consultation process. An
aciional parent follow-up survey will senwil the nen ew months 0 asseswhether the
tient et ected ations vcenes 1d hon | persed hen
Gutdancs egaring COVID1 vaceives sequently being wpa, and we suggest tht you heck the
ollowing shes for the most updated guidance regacing COC and AC gudnce or COVID 15 vaccines:

or dota formation on COVID18 vaseines that hav eceind recommendation from the
BE tosgeee
uscd govpeinashe/acipsecsunte spacicfeoud 18 ml

+ For the most up-to-date information, COC wil continue to post information oie at
hone owcoronary2015 neoulndaxtten

sincere,

Oisdimer
The findings and conclusions in this report are those of the subject matter experts and do not
nacessarly represent the offcil positon of the Centers for Disease Gontrol and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
Cresta! dagen Baars aigomont Sanson th rosa Oh Sosa
healthcare provider.

sr
1. Halsey NA, Edwards K,e a, Causality Working Group of thCc Immuniztion safety

hssesment network Voce, 2013 Aug 243003915731.. Epu 2012 Apr 14.
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June 25,2021

On behalfof the Clinical immunization safety Offic (CSA) Project, thank you for the appertuniy to
review the case of yourJEREIEEE patient who ws diagnosedwitNEN
EIENowing receipt of the first dose of Pfizer COVID-19 vaccine. CISA was asked to review the case.
025553 whether the diagnosis was correct, f receipt of the COVID-19 vaccine might have caused or
contributed to the adverse event following immunization (AEFI), and to provide guidance regarding
future vaccinations
As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA is a
national esearch network tha provides healthcare providers with expert opinions on adverse events
following immunizations This case was reviewed on June 15, 2021by she CISA Clinical Consultation Case
Review Working Group, which includes vaccine safety experts, as well as subject matters experts (SME)

The folowing questions were posed:
1. 1s the diagnosiscorect?
2. Did the vaccine(s) cause or contribute to the AEFI?
3. Whats ISA guidance regarding future vaccines or this patient?

a. COVIDAS Vacaine dose 27
b. Routine vacdines?

4. Is any additonal esting warranted?
5. When to schedule follow-up?

CISA vaccine safty and other SMEs reviewed available evidence, including the patient's medical and
family history vaccine safety Iteratur, and Vacine Adverse Event Reporting Systems (VARS) search
result, and the FOA emergency use authorization information on the Pfizer COVID-19 vaccine.
The SMEsagreed thf] was th corect diagnosis and assessed whether the diagnosis was causally
related to th receipt Pizer mRNA COVID-19 vaccine usinghe causality algorithm see diagram and
teference blow. The application of the causality algorithm resulted n Indeterminate because whi
there is no known causal association between the vaccine and] here is no strong evidence of there
was no dear evidence of another cause ofthe [ffand ther snot strong evidence against causal
association
The SMEs did suggest that it would be g0od to test the patient or previous COVID-19 infection by
lookin for anti-nuciocapsid antibodies, This may help in determining i th rt dose of vaccine
boosted antibody ters which may have contributed ofl] Additional, there s increasing evidence
that in thos with previous infection, one dos of vaccine s kel suficien for protection however



arnt ufceslspports wo doses ofan ANA acne fbb sacint vn hse ih
has been associated with [J]

ive"peuctance to receive second dos of vaccine, recommended tht the second dose be
lee owerthdc torecscons ds shold oe eve hou penileretainvats han. cen dota os ow ht dose f PAA vin roe
Seongshould be led hh pemilpy of COD spparsevsve secon eer

The FA EUR and COC trimCll Considerations for Use of COVID19 canesaeunegouacineout Ste earatec itacontainsam)ishe
Comincatars aw reconfo COM 15 cain. Sse othe Bldnc ht dome,
out prt dots nt ove onan0ec tof second des of COD19 vin androdlt reGeencsr

toFarr ues;oe0 Consol1tur We Ravud bod fhe
Satie alow sueylbset wt th net ow mars oss nerte
et as recede veces ad pow lead the.
Scr,

isdimerTo fing and conclusions ins report aro thoo ho suboct mate oxprts an do ronocosoany rapresont the oicil poston of ho Centers fr Disease Canto and Provantonic om Go and GISA cipons moat io assis im decisionmaking rath han roveameter Botanpooo oe oo rorReaoars rove

1. Hokey Nn,Edvard 0,Gasalty WorkinGrp teCl Inuniaion sft
Assessment network, Vaccine. 2012 Aug 24;30(39):5791-8. Epub 2012 Apr 14.



——
om

ee
= EE T oF

SE=

EEE Ag



June 29,2021

EeT——
the case of yourJet,patient who experiencedINN© cok;
HA rmAram SH
aseoss whether the dons wes comet fect of te Pits COVD19 MANA vacate might hveCoed oconte0 headers vent Flinimran (AE), 10 provid onceerin

ts ort of our isin under the Centers fo Disease ont and Preven (CC) contrat, CISA non
AAA
minions Thi 3s ws event on ane 25 202 bso rou ofthe ACio ConslaonCoe Reoiin Gro, hh melo sel, SERED. + EER
TEE >TRA—

The following questions wee pos:
Ad2 Did hevent) ove or contre to the AEF?tsp

2 Covbs vaccine

5. When to schedule follow-up?

EE —_————
and Vaccine Adverse Event Reporting Systems (VAERS) search results, and the FDA emergency useehotaion iormaton on toe Phir COMD19 cin
The causalityaor eedam and ference blow) was ope sing digress ofENSmirome to siss wher ts pnts AEF wscorele tothe rc of 1 FTI

ta
a——
The FOR EUA and COC Interim incl Considerations for Use of OVID-19 Voces
aatt
rn er
dent does rt hove contain ecep of second doe af to COMD.19 acl nd wold
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Regarding routine vaccinations, CISA agreed that no contraindications exist, and this patient can receive
other vaccines according to need/schedule.

We hope that we have fully addressed your questions and concerns. Please feel free to contact usifyou have:
any further questions or need to consult us in the future. We have included in the body of the email
accompanying this letter, a link to a survey to evaluate the CISA consultation process. An additional patient
follow-up survey will be sent within the next few months to assesswhetherthe patient has received the
secoonset lees he

Sincerely,

Disclaimer:
The findings and conclusions in this report are those of the subject matter experts ond do not necessarily
represent the offical position of the Centers for Disease Control and Prevention. Advice from CDC and CISA
experts is meant to assist in decision-making rather than provide direct patient management. Patient
managementdecisions are the responsibilty ofthe treating healthcare provider.

References
1. Halsey NA, Edwards KM, et al, Causality Working Group of the Clinical Immunization Safety

Assessment network, Vaccine. 2012 Aug 24;30(39):57918. Epub 2012 Apr 14.
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Jay 21,2021

On behalf ofthe Ciica immunization Safety Office (CISA) Projectthank youfor the opportunity to review
the case ofyourJENNERWH tient who experienced 4 days following the receipt of the

EOC122344 view th case 10 35655
Whether the agnosis was corec,f receiptof the Plizer COVID-19 mRNA vaccine might have caused or
contributed to the adverse event following immunization (AEFI), and to provide guidance regarding future
vacinatons

ASpart of our mission undertheCenters fo DiseaseContrland Prevention (CDC) contract, ISAs3 ational
research network tha provides healthcare providers with expert opinions on adverse events following
immunization. This case was reviewedonJune 30, 2021 by the CISA Clinica Consultation Case Review
—iwhich includes vaccine wkSE as well as subject matters experts (SME) in

The following questions were posed:
1. Is the diagnosis corect?
2. idthevacene()cause orcontribute tothe AEFI?
5. Whats CISA guidance regarding future vaccines fortis patient?

3. COVID-19 vaccine?
b. Routine vacines?

4. 1s any additonal testing warranted?
5. When toschedule follow-up?

Together we reviewed avaiable evidence, including th patient's medical history, vaccine safety Iteratue,
and Vaccine Adverse Event Reporting Systems (VAERS) search results, an the FOA emergency use
authorization informationon the Pfizer COVID-19 vaccine.
The causality algorithm (sce diagram and reference below) was applied usingadisgnosis of INENENENNN
[C572to assess whether this patient's AEFI was causally related to the receipt of the Pfizer COVID-19
mRNA vaccine. The subject matter experts onthe cal were poledlaterto see whether they thought tha the
evidence was sufficient ostate that the diagnosis inconsistent with a causl relationship or whether twas
indeterminate. The oly reson for it being potentially indeterminate tht was given was that no organism
wasideniied sa couse ofLEB o DEDZUSC HERG espe is. 1101 12 of the

SMEs who responded agreed that thre ws suficient evidence to suspect another etiology in th case of
Your patient, and that this AEF wa inconsistent with  causl association with the vacine 1 said tha she
would prefer to have a definitive organism and would put between inconsistent and indeterminate



The OA EUA and COC ner Ciel Considerations for Use of COVID-19 Vaceines
(usm do acins/cout 19) bv arodect/cnkalconsdmratioms rm) ts the
comalafatons mi recashons for COV 15 aceon. Based on he gidanc htdormer, your
tint does no hve  contandiaion o1ecelt of th cond dos f th COVID 19 acne smd wold
Toll the Green ctegon.
Regarding routine vaccinations, CISA agreed tha no contraindication xs, and his patent can receive
rmana
We hop thatwe have fully addressed your questions and concerns. Pease felreetocontac sf you hve
amy urbe questions or etd coms us nthe ture We have cluded ne boy of th email
accompanyingths etr, alnkturerto evlate the CS conslaion proces. Anadltional patent
{atom survey will be sent within th nt few months 3550s whether the patient hs rece he
Second dose, addonat vaccines and howl) erate the.
Sincere,

Oiscloimer
The findings and conclusions in this report are those of the subject matter experts and do not necessarily
Teprsent th offic psn of the Centers for lease Control and roventon. Ade rom CO and G54
experts 5 mean fo avis in decimating tthe than provide rect patent manogement.  Ptient

aeon

Reteences
1. Halsey NA, Edwards KM, ta, Causality Working Groupof the Clnical Immunization Sfety

hssessment network, Voccne. 2012 Aug 2430039} 57518. Epub 2012 Ap 1.
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July 30,2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, we thank you for the
opportunity to review the case of your patient who was diagnosed with |SERIEc"
COVID-19 mRNA vaccine. CISA was asked [0 review the case to assess whether the diagnosis
ofEEE2correc, if receiptof 1 Vaccines might have caused or contributed to
the adverse event following immunization (AEFI), and to provide guidance regarding future
vaccinations
As part of our mission under the Centers for Disease Control and Prevention (CDC), CISA is a
national research network that provides healthcare providers with expert opinions on adverse
events following immunizations. This case was reviewed on July 20%, 2021 by the CISA Clinical
Consult Case Review Working Group, which includes vaccine safety experts, as well as subject
matter experts inIEG
“The following questions were posed and the answers presented in bold italics:

1. Is the diagnosis correct? After discussions, the CISA subject matter experts assessed
that the diagnosis can best be characterized as EEEGEGGGI_GGEGG—G

2. Did the vaccines cause or contribute to the AEFI? Indeterminate
3. Whats CISA guidance regarding future vaccines for this patient? Patient received one

dose and is interested in receiving a second dose to be fully vaccinated in college. CISA
PIS/SMEs in attendance on this call opined that the would give second dose. Informed
decision-making between patient and provider is recommended when deciding on
optimal time to administration dose #2. Guidance was shared that dose #2 could be
administered after the patient has recoveredfrom the recent illness, and could be now,
ifthe patient has recovered.

4. Is any additional testing warranted? One could test the original sample(s) of CSF (if
there is sample available) with PCRs specific for 019205& imate]

[CEE USE he rationalefor this guidance is that sometimes large panel screening
tests are as not as sensitive and specific for identifying the etiology ofa viral infection
as single-virus tests.

5. When to schedule follow-up? This was not addressed on the call, but we plan to reach
out in 2-3 months for patient outcome survey.



6. What is the guidance for this patient regarding receipt of subsequent doses of these.
vaccines? CISA PIS/SMESs wouldfeel comfortable administering the second dose of the
COVID-19 mRNA Pfizer vaccine.

CISA’s primary aim is not to establish causality; however, based on a published causality
algorithm (see figure and reference #1 in the attached summary) and expert opinion, we assessed
the likelihood that receipt of the vaccine was causally related to the reaction. Application of the
algorithm resulted in the causality determination of “Indeterminate” as to whether this event
was causally related to the vaccine.

Please see the appended below the CISA Vaccine Adverse Event Causality Algorithm, and
bibliography that might be of use to you in the future. We hope that this review will be helpful in
the management of your patient

Please feel free to contact us if you have any further questions or need to consult us in the future.
We have included in the body of the email accompanying this letter a link to a survey to evaluate
the CISA consultation process. An additional patient follow-up survey will be sent to you in
approximately two to three months to assess how the patient tolerated future vaccinations.
Sincerely,

Disclaimer
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advicefrom CDC and CISA experts is meant 10 assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider
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August 23,2021

On behalfof the Clnicl immunization Safety Offic (CISA) Project, thank you for th opportunity fo
coven coef ou RN OB ierwn evesEREvivoor
begining approximately 19 ys afer recehing dose 1 ofthe rer-BIoNTeth COVID-19 vaccineon ne
3,2021, ISAwas asked to provide guidancea to whether the administration of th Pfizer BioNTech
COVID-19 vaccine was a direct causationofthepatient'sINSEE

As part of our mission under the Centers for Disease Control and Prevention (CDC) contract, CISA s
ational esearchnetwork that provides healthcare providers with expert inion on adverse events
following immunizations. This case was reviewed on August 13, 2021 by he CSA Clinical Consultation
em COCchscnetrs, 5 Vek AterTsGE

The folowing questions were posed:
1 1s the diagnosis correct?
2. Did thevacinecauseorcontribute o the AEF?
3. What ae th recommendations for future vaccines?
4. 1s any additional esting warranted?
5. When to schedule follow-up?

5Avacine safety andBE SWE reviewed avallabl evidence, including thepatient's medical and
family history, eratureonJNEEIEIRNn vaccines, and FOA emergency use authorization
informationon the MANA COVID13 vanes Results from Vaccine Adverse Event Reporting Systems
(VAERS) data mining were also reviewed.
‘The SMEs agreed that the patient's symptoms and labwork were consistentwithJESEEMISNThere
was no evidence of acute COVID-13 infection or prior COVID-19 infection The SMES assessed wher
th diagnosis was causally related to the receipt of th Pizr BioTech COVID-19 vaccine using the

causality algorithm (see diagram and reference below, Th applicationof th causality algorithm
Tesulted in “inconsistent witha causal association, based of she patient's medical story, erature
review, ad VAERS search. Tre SWE assessed is averse vent a5 foot

COC Interim Clinica Considerations fo Use of COVID-19 vaccines hits Jus ci gov vaccines coud
19/info-by-product/clinical-considerations him does not consider |NNSESEEIEas2 contraindication
or precaution 0 COVID-19 vaccine. However, ACP General Best Practices recommends tht the



presence ofamoderate or severe acute ness with or without a fever is a precaution to administration
ofallvaccines(http://w. cd gov/vaccines/hep/aciprecs/generalrecscontraindication. im]

The SMEs agreed tha there was not a causal relationship between the Pfizer BioNTech vaccine and the
patient SEE ove te tin.the SME agreed that Qué to the determination tha there was no causation between the patients
developedJES 2nd the Pfizer-8ioNTech COVID-19 vaccine, the patient should receive the
second dose of thePizer BioNTech vaccine without delay. The SMEs agreed tha the benefit of the

patient NEUEN fu! vaccinated outweighed the patient'ssightly EEN

Additionally, CISA SMEs agreed that the patient shouldge JEEEENERNSNSSRIRENNIN«cheied in
approximately four weeks. The SMEs agreed that the patient should be referred tol if thelll
levels had not decreased. =

We hope that we have fully addressed yourquestions and concerns. Please fel fre to contact us you
have any further questions. We have included in the body of the email accompanying tis etter, ink
toa survey to evaluate the CISA consultation process. An additonal patient follow-up survey will be sent
within the next six monthso assess whether the patient has received addtional vaccines and how]
tolerated them

sincerely,

Disclaimer:
The findings and conclusions in tis report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider.
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September 20,2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, we thank you for the
opportunity o review the case of yourBEI paticnt who was diagnosed withRSI

with laboratory evidence of{EEE The
|corerbegan 3 weeks after receipt of the first dose of the Pfizer COVID-19 mRNA

Vaccine, CISA was asked to review thecase to assess whether the diagnoses ofESS
and INSERMcre correct, if receipt of the Pfizer mRNA COVID-19 vaccine might have
caused or contributed to the adverse event following immunization (AEFI), and to provide
guidance regarding the second dose of the Pfizer mRNA COVID-19 vaccine and other non-
COVID future vaccines.
As part of our mission under the Centers for Disease Control and Prevention (CDC), CISA is a
national research network that provides healthcare providers with expert opinions on adverse
events following immunizations. This case was reviewed on September 2%, 2021 by the CISA
COVID Vaccine (COVIDvax) Clinical Consult Case Review Working Group, which includes
vaccine safety experts, as well as subject matter experts in {NEE
B20
“The following questions were posed and the answers presented in bold italics:

1. Is the diagnosis correct? Yes-patient clinically showed clinical symptoms, laboratory,
and imaging findings consistent withIERIE5d on the
ESE#7MRI and CSFfindings,[RSo's
a diagnosis.

2. Did the vaccine cause or contribute to the AEFI? Indeterminate- however, duc to the onset
of symptoms being 3 weeks following vaccination, there i evidencefrom both the clinical
presentation and timingof onset strongly suggesting a non-vaccine NEEEEERetiolog.



Reassessment is needed once the patient has fully recovered.
3. Whats CISA guidance regarding future vaccines for this patient?

+ COVID-19 vaccine? Second doseof COVID- 19 vaccine might be possible once
the patient has fully recovered. Reassess patient in I to 3 months.

+ Routine vaccines? Proceed as usual.
4. Is any additonal testing warranted? Recommended by Dr. [SNE 0 culture

patient'sEEE (If possible) to look for additional [EER (e:8
enteroviruses).

5. When to schedule follow-up? In103months whenpatient has fully recovered.
6. What is the guidance for this patient regarding receipt of subsequent doses of these

vaccines? CISA[ISI SMEs said that they would not proceed with dose #2 of the
Pfizer COVID-19 vaccine while thega is sill recovering from |SEEN
ESSE, //SMEs might feel comfortable proceeding with the
second doseof the COVID-19 mRNA Pfizer vaccine afier patient has been determined
i od iscitdEy
Though the timingofonsetof symptoms and laboratory and imaging studies are more
consistent with anWEE etiology, since CISA could not absolutely exclude the
COVID-19 vaccine as being a contributing factor to the immune response, proceeding
with Pfizer mRNA COVID-19 vaccine should be shared decision-making between the
providers andtheSEER weighing risksof infection (especially in the setting of
the circulating prevalent SARS CoV-2 delta variant) vs. vaccination.

CISA’s primary aim is not to establish causality: however, based on a published causality
algorithm (see figure and reference #1 in the attached summary) and expert opinion, we assessed
the likelihood that receipt of the vaccine was causally related to the reaction. Application of the
algorithm resulted in the causality determinationof“Indeterminate” as to whetherthisevent was
causally related to the vaccine.
Please see the appended below the CISA Vaceine Adverse Event Causality Algorithm', and
bibliography that might be of use to you in the future“. We hope that this review will be helpful
inthe management of your patient.
Please feel free to contact us if you have any further questions or need to consult us in the future.
We have included in the body of the email accompanying this letter link to a survey to evaluate
the CISA consultation process. An additional patient follow-up survey will be sent to you in
approximately two to three months to assess how the patient tolerated future vaccinations.



Sincerely,

Disclaimer:

The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advicefrom CDC and CISA experts is meant to assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider
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November 3, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, we thank you for the
opportunity to review th case of your RN pc who vas ingnoscd wihEEoSay

“TheIIE symptoms began two days afer receipto
the first dose of thePfizer COVID-19 mRNA vaccine. CISA was asked to review the case to provide
guidance regarding the second dose of the Pfizer mRNA COVID-19 vaccine.

AS part of our mission under the Centers for Disease Control and Prevention (CDC), CISA is a
national research network that provides healthcare providers with expert opinions on adverse events,
following immunizations. This case was reviewed on September 15, 2021, by the CISA COVID
Vaccine (COVIDvax) Clinical Consult Case Review Working Group, which includes vaccine safety
experts, as well as subject matter experts in|
CR

Though CISA investigators continue to recommend shared decision-making between the patient's
family and the patient’s physician, the CISA investigators who provided individual input advised
againsta second dose of COVID-19 vaccine at this time. These investigators expressed hope that
additional data may become available in the upcoming months that may shed further light on this
question. Regarding receipt of other (non-COVID-19) vaccines, the investigators who provided
individual input on this question felt comfortable with giving other vaccines as needed.



Sincerely,

Disclaimer:

The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advice from CDCand CISA experts is meant 10 assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider
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November 29, 2021

On behalf of the Clinical Immunization Safety Office (CISA) Project, thank you for
the opportunity to review the case of your IRR tient with reported
history of and historyofINN

sho experienced| (which
he patient descrioed a5JERwithin minutes following receipt of the Janssen
COVID-19 vaccine. Over days to weeks after vaccination, the patient experienced a
variety of other symptoms including EGE
TEESE

As part of our mission under the Centers for Disease Control and Prevention
(CDC) contract, CISA is a national research network that provides healthcare providers
‘with expert opinions on adverse events following immunizations. This case was reviewed
‘on October 22, 2021 by the CISA Clinical Consultation Case Review Working Group, which
includes vaccine safety experts, as well as subject matters experts (SME) in5a

We reviewed available primary care and subspecialist medical records where your
patient has sought care, pertinent literature, relevant reports to the Vaccine Adverse
Event Reporting System (VAERS) and discussed al of this information with the CISA SME.
We have summarized our findings and guidance below.

CISA was asked to review this case to assessifreceipt of the Janssen single-dose,
replication-incompetent, recombinant adenovirus type 26 (Ad26) vaccine might have
causedorcontributed to the adverse events following immunization. We divided our
investigation into two parts: 1) an assessment of theIEEE
IEEnc 2) thevarie
Imptoms.

‘The following questions were posed:
1. What is/are the diagnoses?
2. Did the vaccine(s) cause or contribute to the AEFI?
3. What is CISA guidance regarding future vaccines for this patient?

'



a. COVID-19 vaccine: Can the patient proceed with a booster dose of the Janssen
COVID-19 vaccine or an mRNA COVID-19 vaccine?

b. Routine vaccines?

4. Is any additional testing warranted?

5. When to schedule follow-up?

‘We have summarized our findings and guidance below:

1. We began our review by assessing thepatient'sIEEE
reaction that occurred shortly following receipt of the Janssen vaccine. The
diagnosis of [EES ter receipt of the Janssen vaccine was noted in the
patient's medica records based on patient report o her primary healthcare
providers; however, the nurse vaccinator's documentation in the {SESE
EISNER records noted that the patient reported onset within ~20 minutes.
after vaccination of a sensation of| This was

treated on-site with) There was no report of
JR roted onsite. The vaccination nurse's notes stated,

"The patients symptoms would not meet
major of minor Brighton Collaboration case definition for REENEINERF but the
subjective symptoms would qualify as 2‘ NEEEESSSESERENEE.* According to
COC’ Interim Cnical Considerations for Use of COVID-19 Vaccines Currently
ApprovedorAuthorized inthe United States, Append.EEN

Of note, tis patent hada]wavssoma |

[__omeuscimma Jee below for our guidance
regarding additional doses of COVID vaccines.

The information below summarizes CISA guidance for the various longer-term
Symptoms this patient has reported, and vor which she has sought citcal evaluation:

2. [EEREVe understand from review of the medical records tha the patient has
a long history of both{EE
IEEE 2 frequent symptom during the first 24-72 hoursafter any COVID-19
vaccine, including the Janssen vaccine. The patient's medical records indicate

2



that FI were well-controllediN use |
[___ooauscsmnano___Jbutthatif@8fmissesa dose [F007

as return ofIEEE c|.ins|
might explain some of the persistent|ENENSRIEMENEE the patient has
experienced.

A
a. TheIEEE viewed the symptom ofIEEE
EREch was described os SMEbythe patient. The
prolonged|EENEEEEENER2d other symptoms could
be explained byNSIShowever, the patient tested

b. One of the CISA site[SSIES <hared his impression that the multiple,
prolongedINES2represent a diagnosis of IEEE
EERE

i. Manyofthe patient's symptoms are ISESENIn nature, and
extensive investigation was undertaken into each and every
symptom the patient mentioned. The CI5A REESE: hough the
correct diagnosis 's ER
NERYshared that
has taken the lead on this concept, which is best discussed on
these websites: |INEEEEIEECETT—

iis nearly identical to those of this INEM patient

4. | 0. CISA expert on ENEMYiced the
detailed data from the patient's JESSENnd shared the following expert
impression:

3
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| EE

c

5. Patient history of [SEEN After the CISA consultation call, oneofthe CISA
IEEE;25+e toassesswhether the patient's
symptoms could be caused by[NEE
IR2de several points which we have listed below:

a.

|Ea

.

.



En

6. AssessmentofCausality:
CISA subject matter experts assessed the early-onset and later-onset symptoms that
were described as most bothersome to the patient

ws TC
instead of JUNIE (see 1° paragraph above) as the 1° diagnosis, the
CISA Causality algorithm arrives at a designation of “consistent with a
causal relationship”. This would lead to a contraindication for the patient
to receive any additional doses of the Janssen vaccine, and a precaution
for [llllto receive to either of the mRNA COVID-19 vaccines (see below).

b. Using ESSERE tientdescribed a ‘JN 3s the 2°
diagnosis, the CISA causality algorithm leads to an “indeterminate”
designation regarding causality. While most of the vaccine experts on the
call agreed with an Indeterminate designation, two SME thought that
while the evidence was not conclusive, they were inclined to believe that
the vaccine was not responsible for the[JFymetoms:

CISA GUIDANCE:

1)I C's assessed that itis most likely that this
patient experienced an ENS tha could be classified
according to the CDC Interim Clinical Considerations, Appendix B as NEN

II CA assessed that the patient's[EEE=
unlikely to have been EEE After this consultation call, the FDA authorized use of
mRNA COVID-19booster doses, including use of the Janssen or either of the mRNA

s



COVID-1 vaccines for personswho received the Janssen vaceine. In lightof our
traction fhepost ans acne reaction bi EEN
SEER- COVID-19 booster vaccination with cf o
(Moderna or Pizer) would be a precaution. A re-evaluation of risk/benefit assessment
by heJERorden dicts caution in hechoice of ain deneed fo
informed consent and careful monitoring. Your patient, along with 42 treating
physicians, should consider the far greater adverse impact that natural COVID infections
would likely haveorl”. lhealth, both in the short- and long-term. If this patient chooses
to proceed with aboostervaccination with a COVID mRNA vaccine, observation for a 30-
minute period is recommended.

2) IEEE This patient has a longstanding history ofEE sprmtraaommonr
representa CISA SMES would encourage that the patient be
formally evaluated and treated by a EE who may be able to help with
[FREERtis continues to be an sue

3)I C's sets that the
diagnosisofREE© on dered for ths patient, The
patient'sSESE could evaluate the patient for this diagnosis. This diagnosis also
includesJEEESIREERthat the patient has been experiencing.

)EEE, The patient has undergone a complete EEN
evaluation. CISA experts agreed with the recommendations made by the

pualuation CISA SMEs agree with the patient's provider

IEEE symptoms persist, the CISA
rein

EE.ER 31115 minutes, which is not sufficient to assess and differentiate between these etiologies.

6) Patient history of J and use
[CRUSEince ingestionof|__ BOISEwEraon— JoisA suggests
that an evaluation of your patient ould be considered,

If your patient chooses to stop takingl_iui ic, | ourCisAIEEEuggested that
it may be worthwhile to get a] 6420S f2tan@6]IntheJRE cinica

o



opinion, if theFFT2USC #2701 Ji normal at baseline, there's n[(0X011205C2120 510
for your patient to take| {7 bels that tis needed due to the

recommended, but not at excessive levels.

General considerations:
7) The CISA SMES feel that it may be very beneficial if a multidisciplinary a care team,
rather than one provider, could help this patient navigate througt{");' jongoing health
issues, given the| off clinical symptoms”) [would benefit from a
team and plan —care oPlymptoms. The patient may Be able to receive COVID-
19 vaccines in the future, but prudence dictates caution in the choice of vaccine and the
need for informed consent and careful monitoring[7] must, alongwith [ilitreating
physicians, also consider the far greater adverse impact that natural COVID infection
would likely have or{")2health, both in the short- and long-term.

8) Recommendations for non-COVID vaccines: the CISA experts stated that the patient
may receive al of the other non-COVID vaccines that are recommended fof’3)‘|This
would include the 2021-2022 seasonal influenza vaccine. On November 29, 2021, the
CDC released a media statement about boosters for everyone
(https://www.cdc gov/media/releases/2021/51129-boosterrecommendations htm)

Sincerely,

Disclaimer: The findings and conclusions in this report are those of the subject matter
experts and do not necessarily represent the official position of the Centers for Disease
Control and Prevention. Advice from CDC and CISA experts is meant to assist in decision-
making rather than provide direct patient management. Patient management decisions
are the responsibility of the treating healthcare provider.
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February 14, 2022
—

On behalf of the Clinical Immunization Safety Assessment (CISA) Project, thank
you for the opportunity toreviewthe case of yourNEESER
IEEE tient presenting withJERE] lowing receipt of dose 1 of Pfizer COVID-
19 vaccine on July 27, 2021.

As part of ourmission under the Centers for Disease Control and Prevention
(CDC) contract, CISA is a national research network that provides healthcare providers
‘with expert opinions on adverse events following immunizations. This case was reviewed
on December 7, 2021by the CISA Clinical Consultation Case Review Working Group,
which includes vaccine safety experts, as well as subject matters experts (SME) in
EEREC'S>25k to review this case to assess if receipt
of the Pfizer COVID-19 mRNA vaccine might have caused or contributed to the adverse
events following immunization

We reviewed available primary care and subspecialist medical records where
your patient has sought care, pertinent literature, relevant reports to the Vaccine
Adverse Event Reporting System (VAERS) and discussed all of this information with the
CISA SMES, and you on the call. We have summarized our findings and guidance below.

‘The following questions were posed, discussed, and adjudicated:
1. Whatis/are the diagnoses? The experts agreed with your diagnosisof|IENE
ETRE

2. Did the vaccine(s) cause or contribute to the AEFI? The SMEs assessed whether
the diagnosis was causally related to the receipt of Pfizer COVID-19 mRNA using.
the causality algorithm (see diagram and reference below). As ZEEE 2 well-
described contributor to EEE. t wasfelt that there was evidence of
another cause, but that the evidence was not definitive. Therefore, application of
the causality algorithm resulted in an “indeterminate” determination.

3. What is CISA guidance regarding future vaccines for this patient?
a. COVID-19 vaccine: The experts agreed that your patient does not have
contraindication to receipt of COVID-19 mRNA vaccines. Some experts stated that
they would not recommend the Janssen COVID-19 vaccine because of [illgender,
age and prior historyof(SENSES According to CDC's Interim Clinical
Considerations for Use of COVID-19 Vaccines, a two-dose mRNA COVID-19 vaccine



series i currently preferred over Janssen COVID-19 vaccine for both the primary.
vaccination and booster dose. One expert mentioned that if the patient is
resistant to receiving another mRNA COVID-19 vaccing”3)‘|may consider the
Novavax product if FDA-authorized, however CDC cannot provide
recommendations on vaccines that are not authorized atthis time. Finally, since:
J2sthought to play a contributory role inl“. symptoms, appropriate
interventions/medications could be considered to lessen""|IEEE

b. Routine vaccines? The experts agreed the patient has no known
contraindications to receiving other vaccines. However, it would be useful to
clarify what was meant by the patient's report that the flu shot
in order to exclude features of a

4. 1s any additional testing warranted? The experts agreed with your plan to get an

B|There was less consensus about the utility of a aevaluate for
EERE¢'v<n the time since symptom onset. The group also agreed
with your assessment that [SEER=< not warranted.

5. When to schedule follow-up? The experts agreed with your plan to follow-up with
[Blt one and six months. We would be interested in updates regarding;
condition and vaccination status.

Finally, thank you for the opportunity to discuss your patient with the CISA group and
we would be happy to assist inevaluating any new vaccine-related developments in
this patient with you. We have included in the body of the email accompanying this
letter, a link to a survey to evaluate the CISA consultation process. An additional
patient follow-up survey will be sent within the next three months to assess whether
the patient has received additional vaccines and how [tolerated them.

Sincerely,



Disclaimer: The findings and conclusions in this report are those ofthe subject matter
experts and do not necessarily represent the official position of the Centers for Disease
Control and Prevention. Advice from CDC and CISA experts is meant toassistin decision-
‘making rather than providedirectpatient management. Patient management decisions
are the responsibiltyofthe treating healthcare provider.

1. Interim Clinical Considerations for Use of COVID-19 Vaccines| CDC
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review the caseof vorSEE patient who experiencedEEN
IERIE (o/lowing the receipt of the first doseof the Pfizer COVID-19 mRNA vaccine, and who is presumed

‘event following immunization (AEFI), and to provide guidance regarding future vaccinations.

EEE as well as by experts from the CDC Immunization Safety Office.

EE0 assess whether this patient's AEFI was causally related to the receipt of the Pfizer



[FETUS however, rates of QEEEEolowing mANA COVID19 vaccine are under study.
COCs Interim Clnical Considerations for Useof COVID-1 Vaccines Currently Approved orAuthorized inthe
United Stes states, “i general,the same mRNA vaccine product i, the same manufacturer) should be
used for all doses inthe primary series, including an additional primary dose; thus, our guidance would be for
your patient to complete the COVID-19vaccine serieswith th Pfizer mRNA COVID-19vaccine. The CISA SMEs
favored avoiding the Johnson and Johnson vaccine because of the
group, andthe] 0420SCs26zmi@)00 [herewasalso an opinion by] UIZU=C |
[©uuwUsTwmmme Jthatthe patient should geta properlyperformedD0 |
(9705star 76) although ths was not necessary to be done before vaccination.
Proper techniqueTsessential when) 42 U'sC ©212ni0] 036) hind thereare only a couple of
Laboratories inthe Us with speciic expertise i] XD42USCSNOO mentioned that both

[520=CLavethe expertise in evaluating these] ETSRET ana youWouldiketo usethe
[20 ab, Tcanelp to facilitate thi.

Regardingroutine vaccinations, CISA agreed that no contraindications xis, and this patient can receive
other vaccines according to need/schedule.

We hope that we have fully addressedyour questions and concerns. Please fel reeto contactusifyou have
any further questions or need to consult usin the future. We have included in the bodyofthe email
accompanyingths letter,a link to:survey to evaluate the CISA consultation process. An additional patient
follow-up survey wil be sent within the next few months to assess whether the patient has received the

Sincerely,

Disclaimer
The findings and conclusions in this report are those of the subject matter experts and do not necessarily
represent the oficial position of the Centers for Disease Control and Prevention. Advice from COC and CISA
experts is meant to assist in decision-making rather than provide direct patient management. Patient
management decisions are the responsibiltyof th treating healthcare provider.
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January 24,2022

On behalf of the Clinical Immunization Safety Office (CISA) Project, we thank you for the
opportunity to review the case of your HEME patient who was diagnosed with JER
AS C5 2 sd 0i ie csc and 0255
‘Whether or ho the patent would be  sutabl recipient of the Pfizer mRNA COVID-19 vaccine.
CISA investigators provided guidance regarding th Pfizer mRNA COVID-19 vaccine and other
future non-COVID vaceines
As part of our mission under the Centers for Discase Control and Prevention (CDC), CISA is a
national research network that provides healthcare providers with expert opinions on adverse
events following immunizations. This case was reviewed on December 22%, 2021, by the CISA
COVID Vaccine (COVIDvax) Clinical Consult Case Review Working Group, which includes
vaccine safety experts, as well as subject matter experts in(EU
EE
With shared decision-making between the patient's family and the patient's physician, the CISA
investigators who provided individual input felt that the benefitrisk balance was in favor of
administering a first dose of Pfizer COVID-19 vaccine to this patient given the ongoing risk for
COVID-19 infection due to thepatient's 5570S sma6]
Please fee fee to contact us if you have any further questions or need to consult us in the future
We have included in the body ofthe email accompanying this letter a link ta survey to evaluate
the CISA consultation process. An additional patient follow-up survey will be sent to you in
approximatelytwo to three months to assess how the patient tolerated future vaccinations



Sincerely,

==lamer:
The findings and conclusions in this report are those of the subject matter experts and do not
necessarily represent the official position of the Centers for Disease Control and Prevention.
Advicefrom CDC and CISA experts is meant 10 assist in decision-making rather than provide
direct patient management. Patient management decisions are the responsibility of the treating
healthcare provider
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March 16,2022

On behalfo the Clinical Immunization Safety Assessment (CISA) Project, thank you for
the opportunity to review the case of your previously healthyEEESSIWIN patient with an
ESSE(o'/owing the first dose of Pfizer mRNA COVID-19 vaccine, which
was received on 9/30/21.

As part of our mission under the Centers for Disease Control and Prevention (COC)
contract, CISA is a national research network that provides healthcare providers with expert
opinions on adverse events following immunizations. This case was reviewed on February 9,
2022 by the CISA Clinical Consultation Case Review Working Group, which includes vaccine
Safety experts, as well as subject matter experts (SME) in(EERE
CISA was asked to review this case to assess f receipt of the Pfizer COVID-19 mRNA vaccine
might have caused or contributed to the adverse events following immunization and to provide
guidance regarding future vaccinations.

We reviewed availableprimary care and subspecialist medical records where your
patient has sought care, pertinent literature, relevant reports to the Vaccine Adverse Event
Reporting System (VAERS) and discussed all of this information with the CISA SMES, and you on
the call. We have summarized our findings, the call, and guidance below.

The following questions were posed, discussed, and adjudicated:
1. Whatis/are the diagnoses? Thel “11 _ | agree that your patient had an NESE
BRthconserwsht his pot he dase proces
Was not possible to determine whether ths represents[ESSE

During the discussion it was noted
tha’) bresentation was not consistent withEESA more definitive
diagnosis may be possible after additional follow-ug0+” |6 months after the initial
event (May 2022).

2. Did the vaccine(s) cause or contribute to the AEFI? The SMEs assessed whether the
diagnosis was causally related to the receipt of Pfizer COVID-19 mRNA using the
causality algorithm (see diagram and reference below). Since there is nota definitive
diagnosis at this time, it is not possible to determine causality. The reviewofthe
literature presented did note the lack of association between EEEHEEE®vents and



vaccinations, and the VAERS search also did not find a signal for EEE
temporally associated with the COVID-19 mRNA vaccines. Finally, application of the
causality algorithm using the two potential diagnoses of|ENERENENNN
both resulted in an “indeterminate” determination for causality:

3. What is CISA guidance regarding future vaccines for this patient?
a. COVID-19 vaccine: It was noted that your patient received the 2" dose of the Pfizer

mRNA COVID vaccine on 11/9/21 without incident. However, it was also noted that
[rr Io''o+:<by onI
‘may have clouded the significance of this negative finding. Current CDC guidance for
COVID-19 vaccines! is updated and reviewed regularly. At the present time, the only
potentially applicable precaution for vaccination in this case would be for moderate
or severe acute illness, with or without fever. Most experts agreed that your patient
does not currently have a contraindication or a precaution to receipt of COVID-19
mRNA vaccines. Your patient will be eligible for a Pfizer COVID-19 booster dose five
months after dose 2. There was a discussion about the timing of the booster dose.
Some experts indicated that they would wait to see if the follow-uf_12”Fesulted
in a more definitive diagnosis, the treatment of which might affect the
immunogenicity of the booster dose. Most experts agreed with proceeding with the
booster after more is known about the patient's condition and its potential
treatment. The group also suggested that 13205Cwaneoo]
specialists weigh in on the booster dose decision once a more definitive diagnosis is
made.

b. Routine vaccines? The experts agreed the patient has no known contraindications to
receiving other vaccines.

4. 1s any additional testing warranted?The experts agreed with your plan to repeat
EERE=o 6 months after the inital clinical presentation
tobetter define the|EEESIEEEEEN 'n2ddition, thefollowing suggestions were
made:
a
b.



of

ER

5. When to schedule follow-up? The experts agreed with your planto follow-up with [lll
at six months after initial presentation. We would be interested in updates regarding 77]
condition and vaccination status. So



Finally, thank you for the opportunity to discuss your patient with the CISA group and we.
would be happy to assist in evaluating any new vaccine-related developments in this
patient with you. We have included in the body of the email accompanying this letter, a ink
toa survey for you to evaluate the CISA consultation process. An additional patient follow-
up survey wil be sent within thenextthree months toassess whether the patient has
received additional vaccines and howl oterated them.

Sincerely,



Disclaimer:Thefindings and conclusions in this report are those of the subject matter experts
and do not necessarily represent the official positionoftheCenters for Disease Control and
Prevention. Advice from COC and CISA experts is meant to assist in decision making rather than
provide direct patient management. Patient management decisions are the responsibility of the
treating healthcare provider.

1. Interim Clinical Considerations for Use of COVID-19 Vaccines|CDC
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