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Instructions for Completing Data Request Form

Intended Use of Data
Check all that apply.

Data Request Details

Geographic Area: There are three county local health jurisdictions and one city health jurisdiction within
the CEIP catchment area: Alameda, Contra Costa, and San Francisco counties, and the City of Berkeley.

Pathogen(s) of Interest: Please refer to the attached CEIP surveillance document.

Time Period: Specify both lower and upper bound for time period requested (month/year). The time
period for data requests is based on collection date of the specimen that was positive for the pathogen.

Delivery Method: Results will be emailed to specified address if no method is selected.

Additional Comments: Use this area to add any special instructions that were not covered elsewhere.
CEIP will do its best to address your request.
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How to Propose an Analysis, Request Data and
Clear a FluSurv-NET Abstract or Manuscript

Shikha GargFluSurv-NET Pl Call11/8/2016



Rationale

* To provide the opportunity for active and early involvement by appropriate co-
authors at FluSurv-NET sites and CDCTo plan for adequate time for CDC clearance
and to meet submission deadline dates

IR#0532A_CDC-000006



Site-led Analysis Using Site-Specific Data

* For meeting abstracts or manuscripts that are citable, project lead should inform
FluSurv-NET CDC medical director about the analysisFosters information sharing
and improved communicationNo need for project lead to inform FluSurv-NET
sites about analysisCDC will provide updates regarding site-led analyses using site
-specific data on Pl and SO calls throughout the yearCDC clearance is not required
if there are no CDC co-authorsCDC clearance is required if there are 1 or more

CDC co-authors
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Site-led Analysis Using Multi-Site FluSurv-NET Data:
Submitting a Proposal

* The proposal should first be submitted to the FluSurv-NET CDC medical director
Once the FluSurv-NET CDC medical director and project lead review/discusses
and agree on the proposalThe proposal should be circulated to all FluSurv-NET
sites for review by the CDC FluSurv-NET CoordinatorThe proposal should be
presented by project lead on upcoming Pl and SO callThe proposal is approved
once all sites sign off on the proposalindividual sites may have specific
requirements regarding approval that should be adhered to (e.g. geocoded data)

IR#0532A_CDC-000008



Site-led Analysis Using Multi-Site FluSurv-NET Data:
Submitting a Data Request/Receiving Data

* The project lead will submit a data request specifying data elements and seasons
of data to be included in the dataset The project lead will sign a data use
agreement prior to receiving any dataThe FluSurv-NET data manager will work
with the project lead to complete the data request within an agreed upon time
frame and will transmit the data to the project lead via SAMSDatasetData

dictionary
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Site-led Analysis Using Multi-Site FluSurv-NET Data:
Submitting an Abstract or Manuscript for Publication

* CDC clearance is required for all abstracts and manuscripts that include 1 or more
CDC co-authors before the work can be submitted to a conference or for
publicationDocumented approval from each site whose data is being used in the
analysis is required before the work can be submitted to a conference or for
publicationProject lead should work closely with CDC FluSurv-NET coordinator to

receive/track approvals from coauthorsFluSurv-NET contact lists constantly
changing
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Site-led Analysis Using Multi-Site FluSurv-NET Data:
Submitting an Abstract or Manuscript for Publication

* Once abstract/manuscript finalized, send email to CDC FluSurv-NET coordinator and
medical director with final version of product and additional details as
appropriateConference title and submission deadline dateName of journal and
submission deadline dateCDC FluSurv-NET coordinator will email abstract/manuscript to
all FluSurv-NET Pls/SOs (cc’ing project lead) using a template email and requestingSite’s
designated co-authorFull name of individual(s) to be included in acknowledgments for
manuscriptCo-author comments and/or statement of approval for submission by certain
date CDC FluSurv-NET coordinator will track responses and let the project lead know
when all site responses have been received and whether there are any approvals still
pending
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Site-led Analysis Using Multi-Site FluSurv-NET Data:
Submitting an Abstract or Manuscript for Publication

* Abstract/Manuscript may be submitted once the following requirements are
metAll co-author comments addressed All CDC clearance comments
addressedAll co-author approvals for submission are received
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Site-led Analysis Using Multi-Site FluSurv-NET Data:
ldeal Timelines for Submission of Abstracts

* Send final abstract to CDC FluSurv-NET coordinator and medical director at least 6
weeks prior to conference submission deadlineCDC will forward abstract to all
FluSurv-NET sites and allow 2 weeks for feedback/submission of approval
statementsProject lead to incorporate all feedback and send abstract to CDC
FluSurv-NET coordinator and medical director for submission to CDC clearance 4
weeks prior to conference submission deadlineAllow at least 2 weeks for CDC
clearance of abstract (may be faster)Project lead will have 2 remaining weeks to
incorporate feedback from CDC clearance and submit final abstract to conference
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Site-led Analysis Using Multi-Site FluSurv-NET Data:
ldeal Timelines for Submission of Manuscripts

* Send final manuscript to CDC FluSurv-NET coordinator and medical director at
least 8 weeks prior to planned journal submission dateCDC will forward
manuscript to all FluSurv-NET sites and allow 2 weeks for feedback/submission of
approval statementsProject lead to incorporate all feedback and send manuscript
to CDC FluSurv-NET coordinator and medical director for submission to CDC
clearance 6 weeks prior to conference submission deadlineAllow at least 4-6

weeks for CDC clearance of manuscript
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Elements that should be included in initial proposal

* Proposal titleCDC investigatorsSite-specific investigatorsBackground and
rationale (emphasizing public health importance)Study objectivesStudy design
and methodsStatistical analysisProposed table shells (optional)Timetable for
project completionReferences
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Authorship GuidelinesforABCsAbstracts and Manuscripts

Last revised
November 2014

1. General Principles

a. Each co-author should contribute to (1) conception and design, or analysis and
interpretation of data; and to (2) drafting the article or revising it critically for important
intellectual content; and (3) approve the final version of the manuscript or abstract.

b. On multi-site abstracts or publications, each site will determineits co-author(s); each
putative co-author mustbegiven thetime and opportunityto contributesubstantiallyto the
elements listed above.On multi-sitepapers asitemayproposemorethan one author.
Ifmorethan one author is proposed byan ABCs site ormorethan oneCDC author is
proposed byCDC, each site coauthor and/or CDC coauthor must meet the ICMJE
authorship criteria (see#7). Each site and CDCmaydeclineauthorship on a particular
multi-sitepaper.If necessary, thepathogen-specific committeewillbethe arbiter ofthe final
authors list for a manuscript. Acknowledgements on manuscriptmayincludemore than
oneperson per site.

c¢. Authorship does not depend upon organizational position orsite; Principal Investigators,
SurveillanceOfficers, orotherinvestigators maybe authors on anygivenabstract or
manuscript. Authorship criteria applyequallyto CDC and non-CDC authors.

2. Levels of authorship— multi-site projects
a. Reporting on fundamental objectives of ABCs: each site will be given the opportunity for
one or more co-author(s).Examples:

“Epidemiologyof invasive pneumococcal disease, 1995-1998”

“Analysis of population-based group A streptococcal surveillance and emm types”

(describes epidemiology, emm genotypes, and risk factors for severe GAS disease)

b. Using essential ABCs data for secondary analyses: “ABCs Team” listed as co-author,
with members listed at the end of the article. Secondary analyses are those which do not
report on the “fundamental”objectives of ABCs.Examples:

“Molecular epidemiology of meningococcal isolates™

“Comparison of ABCs pneumococcal resistance surveillance system with two other
surveillance systems”

¢. Using ABCs data or isolates for analyses, the primary purposes of which are not
fundamental to the ABCs mission: ABCs should be acknowledged as the source of the
data or isolates. Such analyses may include cost-effectiveness analyses, development of
new laboratory tests, or modeling of different vaccination strategies. Examples:

“Newly recognized emm typing of invasive GAS isolates detected through the ABCs
national surveillance system” (describes 20 new emm types identified byCDC’s
lab; correlates demographic and clinical findings.)

“Surveillance for meningococcal disease and strategies for use of conjugate
meningococcal vaccinesin theUnited States”

f.  The pathogen-specific committee or ABCs Steering Group will be the final arbiter of the
category into which a given analysis falls.

Pagel of 3
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5. For the field “Death Related to SARS-CoV-2 Infection (As best understood)” are there specific
criteria to review to determine this? Discharge diagnosis, death summary, other sources to

review?
6. Noted that the casestatus field doesn’t include a response for controls- what should be enter for

this field for control records?

Thank you, some of these fields will be extracted from the EMR so | would like to give the data
analyst the best instructions possible.

Best, Pam
Pam Daily Kirley

California Emerging Infections Program
Viral Respiratory Diseases Project Manager
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Also, | wasn’t quite sure if every participant (whether or not the specimen is able to be sequenced) will
need a chart review done, or if only the study participants who have sequencing information available
from their specimen.

Thanks, Pam
Pam Daily Kirley

California Emerging Infections Program
COVID-19, Influenza and RSV Surveillance Coordinator
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Variable / Field Name
survey_id

local_id

age

sex

race
ethnicity

res_state
res_county

casestatus
covtestrsit
covtestdt

covtestassay

ctvalue
covlab

vrvac_covidld_dil

vrvac_covid19_manl
vrvac_covid19_manl_oth

wrvac_covid19_di2

vrvac_covid19_man2

wrvac_covid19_man2_oth

housing
pregnant_yn

lung_yn
htn_yn
overwi_yn
ov_ym
diabetes_yn
renaldis_yn
liverdis_yn
autoimm_yn
immsupp_yn
immuna_sup_thera_yn
symp_status

symp_date
fever_yn
chills_yn
rigors_yn
myalgia_yn
headache_yn
sthreat_yn
nauseavamit_yn
diarrhea_yn
fatigue_yn
runnase_yn
cough_yn
sob_yn
diffbreathing_yn
taste_yn

ocutpatient

inpatient
hasp_admindate
hosp_dischdate

Description

REDCap identification number
Study identification number
age

Sex

race

ethnicity
state of residence
cauntry of residence

case type
COVID test result
COVID test date

Nucleic acld amplification test assay

Ctvalue fram SARS-CoV-2 test

Labaratory where testing was performed
COVID-19 [SARS-CoV-2) Vaccine date
[Dose 1)

COVID-19 (SARS-CoV-2) Vaccine
Product (Dose 1)

Other vaccine product (Dose 1)
COVID-19 (SARS-CaV-2) Vaccine date
[Dose 2)

COVID-19 [SARS-CoV-2) Vaccine
Product (Dose 2)

Other vaccine product (Dose 2)

‘Was this person a resident of a long
term care facility, nursing home, or
assisted living facility at time of
diagnosis?

pregnant

chronic lung disease
hypertension

overwelght

cardiovascular disease
diabetes

chranic renal disease
chraonic liver disease
autoimmune disease
immunocomprimised
Immunosupressive therapy

symptom status
Date of onset of first qualifying
symptam

fever

chills

rigars

myalgia

headache

sore throat

nausea or vomiting
diarrhea

fatigue

runny nose

caugh

shortness of breath
difficulty breathing
loss of taste or smell

Presented for outpatient medical care
(e.g., telemedicine, clinic, urgent care, or
emergency room) from 2 days before to
2 weeks after the positive test
([covtestdt]).

Hospitalized for =1 night in an inpatient
facility within 2 weeks after the positive
test ([covtestdt]).

Date of hospital admission

Date of hospital discharge

data format

number

number

mmydd vy

M, Male | F, Female | U, Unknown

ami, American Indian/Alaska Native | asi, Asian | bia,

Black | haw, Native Hawaiian/other Pacific Islander | whi,

White | unk, Unknown | oth, Other

H, Hispanic/Lating | M, Nen-Hispanic/Latina | Unk,
Unknown

select state from list

type in county

1, Vaccinated Case | 2, Unvaccinated Case, Included | 3,
Unvaccinated Case, Excluded | 4, Not a case

1, Positive | 2, Negative | 3, Indeterminate
mm/dd/yyyy

sebect test name from drop down list

numberic value
type out name of lab

mmfdd/yyyy

1, Pfizer/BioNTech (BNT162b2 Comirnaty) | 2, Moderna
(MRNA-1273) | 3, AstraZeneca (AZD1222) | 4, Janssen
(Ad26.COV2.5) | 5, Other

type in if other vaccine type

mm/ddyyyy

1, Pfizer/BioNTech (BNT162b2 Comimaty) | 2, Moderna
(MRNA-1273) | 3, AstraZeneca [AZD1222) | 5, Other

type in if other vaccine type

Type of residence at time of diganosis
1, Yes | 0, No | 9, Unknown

1, Yes | 0, Mo | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | @, Mo | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, Ma | 9, Unknown
1, Yes | 0, Na | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 3, Unknown
1, Symptomatic | 2, Asymptomatic | 3, Unknown

mm/dd/yyyy

1, Yes | 0, No | 9, Unknown
1, Yes | 0, Mo | 9, Unknown
1, Yes | 0, Ma | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, Mo | 9, Unknown
1, ¥es | 0, Na | 9, Unknown
1,Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | @, Mo | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, Na | 9, Unknown
1, Yes | 0, Na | 9, Unknown
1, Yes | 0, Ma | 9, Unknown

¥, Yes | N, No | U, Unknown

Must be admited to the hospital for at least one night.
¥, ¥es | N, No | U, Unknown

mm/ddyyyy

mmyddfyyyy

Additional Details

unigue Ik created by EIP site to link a case and specimen

Record a numeric value. If the laboratory reports a "<" or ">" value, please record the next whale
number above or below that value, For example, if the report says "< 26", record "25%,

all conditions are at time of SARS-CoV/-2 test.

all conditions are at time of SARS-CoV-2 test, see Medical Conditions Tab for further dlarification.
all conditions are at time of SARS-CoV-2 test, see Medical Conditions Tab for turther clarification.
all conditions are at time of SARS-CoV-2 test, include if clinically diagnosed obesity

all conditions are at time of SARS-CoV-2 test, see Medical Conditions Tab for further clarification.
all conditions are at time of SARS-CoV-2 test, include if clinically diagnosed type 1 or 2 diabetes
all conditions are at time of SARS-CoV/-2 test, see Medical Conditions Tab for further clarification.
all conditions are at time of SARS-CoV-2 test, see Medical Conditions Tab for further clarification.
all conditions are at time of SARS-CoV-2 test, see Medical Conditions Tab for further clarification.
all conditions are at time of SARS-CoV-2 test, see Medical Conditions Tab for further clarification.
all conditions are at time of SARS-CoV-2 test, see Medical Conditions Tab for further clarification.
presence of COIVD-19- like symptoms from 2 days prior to positive test to 14 days post test date,
from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date.

from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date.

from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date.

from 2 days prior to positive test to 14 days post test date.

from 2 days prior to positive test to 14 days post test date,
from 2 days prior to positive test to 14 days post test date,

from 2 days prior te positive test to 14 days post test date,

from 2 days prior to positive test to 14 days post test date.
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hosp_related

hosp_info_source

icu

vent

outcome

death_related

death_info
dod
viral_seqdata

no_seq
seq_lab
Bisaid
genbank

viral_seq

Hospitalization related to SARS-CoV-2
infection (as best understood)

Source of determination that
haspitalization was SARS-CaV-2 related

Admitted to an intensive care unit
during the hospitalization

Required invasive mechanical ventilation
during the hospitalization {excludes
BiPAP and CPAR)

Outcome at most recent follow up

Death Related to SARS-CoV-2 Infection
[As best understood)

Source of determination of relationship
between death and SARS-CoV-2
infection

Date of death

Wiral Sequence available:

Reason for lack of sequence data
Name of sequencing laboratary
GISAID accession number

GenBank accession number

iral testing results (Pangalin Lineage)

1, Yes | 2, Mo | 3, UNK

1, Reviewed medical record | 2, Informed by provider | 3,
Infarmed by a healthcare professional other than provider
| 4, Other

¥, Yes | N, No | U, Unknown

¥, Yes | N, No | U, Unknown

1, Alive | 2, Died | 9, Unknown

1,Yes | 2, No | 3, UNK

1, Reviewed death certificate | 2, Reviewed autopsy result
| 3, Informed by medical examiner | 4, Informed by
provider | 5, Informed by a healthcare professional other
than provider | 6, Reviewed medical records | 7, Other
mm/ddyyyy

Y, Yes | N, No | P, Pending

1, Specimen not available | 2, Above Ct cutoff | 3,
Sequencing failed

text
text

Lext

text

include any deaths that are noted after positive SARS-CoV-2 test
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Diagnosis

Included conditions

Chronic Lung Disease

b A L O

[ e
A W N B O

15.

Active Tuberculosis (TB)

Asbestosis

Asthma/Reactive airway disease (RAD)
Bronchiectasis

Bronchiolitis Obliterans

Chronic bronchitis

Chronic respiratory failure

Cystic fibrosis (CF)

Emphysema/ Chronic Obstructive Pulmonary Disease (COPD)

. Interstitial Lung Disease (ILD)
. Obstructive Sleep Apnea
. Oxygen (0:) dependent

. Pulmonary Fibrosis

Restrictive Lung Disease

Sarcoidosis

Hypertention
Obesity

Include only if medically documented health condition

Include only if medically documented health condition

Cardirvacriilar Nicaaca

L ]

Aortic aneurysm (AAA), history of
Aortic/Mitral/Tricuspid/Pulmonic valve replacement, history of
Aortic Regurgitation (AR)

Aortic stenosis (AS)

Atherosclerotic cardiovascular disease (ASCVD)

Atrial fibrillation (A-fib)

Atrioventricular (AV) blocks

Automated implantable devices (AID/AICD)/Pacemaker
Bundle Branch Block (BBB/RBBB/LBBB)
Cardiomyopathy

Carotid Stenosis

Cerebral vascular accident (CVA)/ incident/Stroke, history of

Congenital heart disease

o Atrial septal defect

o Pulmonic stenosis

o Tetralogy of Fallot

o Ventricular septal defect

o Other, specify
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Ldruaiovdsiuidl vistdse

e Coronary artery bypass grafting (CABG), history of
e Coronary artery disease (CAD)

e Deep vein thrombosis (DVT), history of

e Heart Failure/Congestive heart failure (CHF)

e Myocardial infarction (Ml), history of

e Mitral regurgitation (MR)

e Mitral stenosis (MS)

e Peripheral artery disease (PAD)

e Peripheral vascular disease (PVD)

e Pulmonary embolism (PE), history of

e Pulmonary hypertension (PHTN)

e Pulmonic regurgitation

e Pulmonic stenosis

e Transient ischemic attack (TIA), history of

e Tricuspid regurgitation (TR)

e Tricuspid stenosis

e Ventricular fibrillation (VF, VFIB), history of

e Ventricular tachycardia (VT, VTACH), history of

Autoimmune conditinos

TYTTICYT TS T o Ty ITer

Dermatomyositis

Juvenile idiopathic arthritis
Kawasaki disease
Microscopic polyangiitis
Polyarteritis nodosum (PAN)
Polymyalgia rheumatica
Polymyositis

Psoriatic arthritis
Rheumatoid arthritis (RA)
Systemic lupus erythematosus (SLE)/ Lupus
Systemic sclerosis

Takayasu arteritis
Temporal/ Giant cell arteritis
Vasculitis, other

Immunocompromised Conditions

e AIDS or CD4 count <200

e Complement Deficiency

e HIV Infection

¢ Immunoglobulin Deficiency/Immunodeficiency
e Leukemia*

e Lymphoma/Hodgkins/Non-Hodgkins (NHL)*

e Metastatic cancer*

IR#0532A_CDC-000077




L

Multiple Myeloma*

Solid organ malignancy*®

o]

If yes, which organ?

Steroid Therapy (within 2 weeks of admission)
Transplant, hematopoietic stem cell (Bone marrow transplant (BMT),
peripheral stem cell transplant (PSCT)), history of

e Transplant, Solid Organ (SOT), history of

Immunosuppressive Therapy

Oral or intravenous corticosteroid
Methylprednisolone
Dexamethasone
Prescription steroids
Prednisone
Do NOT include inhaled or intranasal steroids or intramuscular or intra-articular
injection of steroids

Renal Disease

e Chronic kidney disease/chronic renal insufficiency (CRI)
e End stage renal disease (ESRD)

e Dialysis (HD)

e Glomerulonephritis (GN)

e Nephrotic syndrome

e Polycystic Kidney Disease (PCKD)

Liver Disease

e Alcoholic hepatitis

e Autoimmune hepatitis

e Barrett’s esophagitis

e Chronic liver disease

e Cirrhosis/End stage liver disease (ESLD)

e Hepatitis B, chronic (HBV)

e Hepatitis C, chronic (HCV)

¢ Non-alcoholic fatty liver disease (NAFLD)/NASH
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Variable / Field Name
survey id

local_id

redcap_id

age

sex

race

ethnicity

res_state

res_county
casestatus
covtestrslt
no_covtestres
covtestdt
covtestassay

ctvalue

covlab
emb_vrvaccine
error_man3
error_mané4
days_bt_pos vac2
days bt pos vac3
notacasecrit
notacasecrit_2
vrvac_covid19_dt1
vrvac_covid19_man1
vrvac_covid19_man1_oth
vrvac_covid19_dt2
vrvac_covid19_man2
vrvac_covid19_man2_oth
housing
prev_health_con
pregnant_yn

lung_yn

htn_yn

overwt_yn

cv_yn

diabetes_yn
renaldis_yn
liverdis_yn
autoimm_yn
immsupp_yn
immuno_sup_thera_yn
symp_status
symptom_table
symp_date

fever_yn

chills_yn

rigors_yn

myalgia_yn
headache_yn
sthroat_yn

Form Name

breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
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nauseavomit_yn
diarrhea_yn
fatigue_yn
runnose_yn
cough_yn
sob_yn
diffbreathing_yn
taste_yn
outpatient
inpatient
hosp_admindate
hosp_dischdate
hosp_related
hosp_info_source
icu

vent

outcome
death_related
death_info

dod
viral_seqdata
no_seq
seq_lab
pending_alert
gisaid

genbank
viral_seq

breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
breakthrough_case _investigation
breakthrough_case_investigation
breakthrough_case_investigation
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Section Header

Patient Information

<div class="rich-text-field-label"><h4 style="text-align: center;">CASE STATUS</h4></div>
<div class="rich-text-field-label"><h4 style="text-align: center;">Details of COVID-19 Testing</h4></div>

<div class="rich-text-field-label"><h4 style="text-align: center;">Details of Vaccination</h4></div>

<div class="rich-text-field-label"><h4 style="text-align: center;">Underlying Conditions</h4></div>

<div class="rich-text-field-label"><h4 style="text-align: center;">Clinical Presentation</h4> <p>Instructions: Please
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Field Type
text

text
descriptive
text

radio
checkbox
radio
dropdown
text

radio

radio
descriptive
text
dropdown
text

text
descriptive
descriptive
descriptive
calc

calc
descriptive
descriptive
text

radio

text

text

radio

text

radio
descriptive
radio

radio

radio
radio

radio

radio

radio
radio

radio

radio
radio

radio
descriptive
text

radio

radio

radio

radio
radio

radio
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Field Label

<div class="rich-text-field-label"><p>Survey |D</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">State identification number:</p></div>

REDCap ID: [survey_id]

<div class="rich-text-field-label"><p style="padding-left: 40px;">Age</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">Sex:</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">Race: (Check all that apply)</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">Ethnicity:</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">State of residence:</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">County of residence:</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">Case Status:</p></div>

<div class="rich-text-field-label"><p>COVID-19 NAAT Test Result</p></div>

<div class="red" style="text-align: left;"> <p style="text-align: left; font-weight: bold; font-size: 14px;">You selected
<div class="rich-text-field-label"><p style="padding-left: 40px;">Specimen collection date (if multiple recent positive
Nucleic acid amplification test assay or platform

Ct Value

<div class="rich-text-field-label"><p style="padding-left: 40px;">Laboratory where testing was performed:</p></div:
<div class="rich-text-field-label"><p> </p> <table style="border-collapse: collapse; width: 100%; height: 263px; bor
<div class="rich-text-field-label"><div class="red" style="text-align: left;"> <p style="text-align: left; font-weight: bold
<div class="rich-text-field-label"><div class="red" style="text-align: left;"> <p style="text-align: left; font-weight: bold
<div class="rich-text-field-label"><p>Number of days between <span style="color: #3598db;">first vaccine dose an
<div class="rich-text-field-label"><p>Number of days between <span style="color: #3598db;">second vaccine dose
<div class="rich-texi-field-label"><div class="red" style="text-align: left;"> <h4 style="font-weight: bold; font-size: 14
<div class="rich-text-field-label"><div class="red" style="text-align: left;"> <h4 style="font-weight: bold; font-size: 14
<div class="rich-text-field-label"><p><span style="font-weight: normal;">COVID-19 (SARS-CoV-2) Vaccine date (L
<div class="rich-text-field-label"><p><span style="font-weight: normal;">COVID-19 (SARS-CoV-2) Vaccine Produc
Other vaccine product:

<div class="rich-text-field-label"><p><span style="font-weight: normal;">COVID-19 (SARS-CoV-2) Vaccine date (L
<div class="rich-text-field-label"><p><span style="font-weight: normal;">COVID-19 (SARS-CoV-2) Vaccine Produc
Other vaccine product

Was this person a resident of a long term care facility, nursing home, or assisted living facility at time of diagnosis?
<div class="rich-text-field-label"><p>Underlying Health Conditions</p> <table style="border-collapse: collapse; wic
Pregnant

Chronic lung disease (i.e., asthma, emphysema, chronic obstructive pulmonary disease)

Hypertension

Severe Obesity

Cardiovascular disease

Diabetes mellitus

Chronic kidney disease

Chronic liver disease

Autoimmune disease

Immunocompromised condition

<div class="rich-text-field-label"><p><span style="font-weight: normal;">Systemic immunosuppressive therapy or r
Symptoms present during course of illness:

<div class="rich-text-field-label"><p>Symptoms from two days before to within 2 weeks after the positive test ([covi
Date of onset of first qualifying symptom

Fever?

Chills?

Rigors?

Myalgia?

Headache?

Sore throat?
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Nausea or vomiting

Diarrhea?

Fatigue?

Congestion or runny nose?

Cough?

Shortness of breath?

Difficulty breathing?

New olfactory and taste disorder(s)

<div class="rich-text-field-label"><p style="padding-left: 40px;">Presented for outpatient medical care (e.g., teleme
<div class="rich-text-field-label"><p style="padding-left: 40px;">Hospitalized for =1 night in an inpatient facility withi
Date of hospital admission

Date of hospital discharge

Hospitalization related to SARS-CoV-2 infection (as best understood)

Source of determination that hospitalization was SARS-CoV-2 related

<div class="rich-text-field-label"><p style="padding-left: 40px;">Admitted to an intensive care unit during the hospit
<div class="rich-text-field-label"><p style="padding-left: 40px;">Required invasive mechanical ventilation during the
<div class="rich-text-field-label"><p style="padding-left: 40px;">0Outcome at most recent follow up</p></div>
Death Related to SARS-CoV-2 Infection (As best understood)

Source of determination of relationship between death and SARS-CoV-2 infection

<div class="rich-text-field-label"><p style="padding-left: 40px;">Date of death</p></div>

<div class="rich-text-field-label"><p style="padding-left: 40px;">Viral Sequence available:</p></div>

Reason for lack of sequence data

Name of sequencing laboratory

<div class="rich-text-field-label"><p style="text-align: left;"><span style="color: #e03e2d; background-color: #f8cac
GISAID accession number

GenBank accession number

Viral testing results (Pangolin Lineage)
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Choices, Calculations, OR Slider Labels

M, Male | F, Female | U, Unknown

ami, American Indian/Alaska Native | asi, Asian | bla, Black | haw, Native Hawaiian/other Pacific Islander | whi, Wh
H, Hispanic/Latino | N, Non-Hispanic/Latino | Unk, Unknown

AL, Alabama (AL) | AK, Alaska (AK) | AZ, Arizona (AZ) | AR, Arkansas (AR) | CA, California (CA) | CO, Colorado ((

1, Vaccinated Case | 2, Unvaccinated Case, Included | 3, Unvaccinated Case, Excluded | 4, Not a case

1, Positive | 2, Negative | 3, Indeterminate

"Negative, Indeterminate, or No result" for the COVID-19 test question, data entry is now complete. This person is |
2 tests, list earliest positive):</p></div>

1, 1drop Inc. - 1copy COVID-19 gPCR Muilti Kit | 2, 3B Blackbio Biotech India Ltd., a subsidiary of Kilpest India Ltd.

>

der-style: none; margin-left: auto; margin-right: auto;" border="1"> <tbody> <ir style="height: 55px;"> <td style="wid
1; font-size: 14px;">If you selected [vrvac_covid19_man1] to this question, please consider if this case is appropriat
1; font-size: 14px;">If you selected [vrvac_covid19_man1] to this question, please consider if this case is appropriati
datediff([covtestdt],[vrvac_covid19_dt1],"d")

datediff([covtestdt],[vrvac_covid19_dt2],"d")

ipx; text-align: center;">First vaccine date is < 14 days from specimen collection date. Please update Case Status ¢
1px; text-align: center;">Second vaccine date is < 14 days from specimen collection date. Please update Case Stati
Jose 1)</span></p></div>

1, Pfizer/BioNTech (BNT162b2 Comirnaty) | 2, Moderna (mMRNA-1273) | 3, AstraZeneca (AZD1222) | 4, Janssen (/

Jose 2)</span></p></div>
1, Pfizer/BioNTech (BNT162b2 Comirnaty) | 2, Moderna (mMRNA-1273) | 3, AstraZeneca (AZD1222) | 5, Other

1, Yes | 0, No | 2, Unk
ith: 100%; height: 197px;" border="1"> <tbody> <tr style="height: 16px;"> <td style="width: 50%; height: 16px;">Cu
1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 9, Unknown

1, Yes | 0, No | 3, Unknown

1, Symptomatic | 2, Asymptomatic | 3, Unknown

testdt]) (Select any present):</p> <table style="border-collapse: collapse; width: 100%;" border="1"> <tbody> <tr> <

1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
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1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
1, Yes | 0, No | 9, Unknown
Y, Yes | N, No | U, Unknown
Y, Yes | N, No | U, Unknown

1, Yes | 2, No | 3, UNK

1, Reviewed medical record | 2, Informed by provider | 3, Informed by a healthcare professional other than provide
Y, Yes | N, No | U, Unknown

Y, Yes | N, No | U, Unknown

1, Alive | 2, Died | 9, Unknown

1, Yes |2, No | 3, UNK

1, Reviewed death certificate | 2, Reviewed autopsy result | 3, Informed by medical examiner | 4, Informed by prov

Y, Yes | N, No | P, Pending
1, Specimen not available | 2, Above Ct cutoff | 3, Sequencing failed

:6;">Please update with sequence data as soon as it is available.</span></p></div>
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Field Note

lite | unk, Unknown | oth, Other

20) | CT, Connecticut (CT) | DC, District of Columbia (DC) | DE, Delaware (DE) | FL, Florida (FL) | GA, Georgia (G,

not eligible for inclusion.</p> </div>

MM-DD-YYYY

.- TRUPCR SARS-CoV-2 Kit | 3, Abbott Diagnostics Scarborough, Inc. - ID NOW COVID-19 | 4, Abbott Molecular -
If the laboratory reports a "<" or ">" value, please record the next number above or below that value. For example,

Ith: 25.033%; border-width: 1pt 1pt 2.25pt; border-style: solid; border-color: windowtext windowtext black; border-im

e to include. Only cases vaccinated with FDA-authorized vaccines are included.</p> </div></div>
e to include. Only cases vaccinated with FDA-authorized vaccines are included.</p> </div></div>

as "Not a case".</h4> </div></div>

us as "Not a case".</hd4> </div></div>
MM-DD-YYYY

Ad26.COV2.8) | 5, Other

MM-DD-YYYY

rrently pregnant?</td> <td style="width: 50%; height: 16px;">{pregnant_yn}</td> </tr> <tr style="height: 16px;"> <tc

<td style="width: 50%;">Fever >100.4F (38C)</td> <td style="width: 50%;">{fever_yn}</td> </tr> <tr> <td style="wid
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Text Validation Type OR Show Slider Number Text Validation Min Text Validation Max Identifier?

number 16 120 y
autocomplete
date_mdy 1/1/2021

- Abbott RealTime SARS-CoV-2 assay | 5, Abbott Molecular Inc. - Alinity m SARS-CoV-2 assay | 6, Acce
number

1age: initial; padding: Oin 5.4pt; height: 55px;"> <p style="margin-left: Oin; text-align: center;"><span style

date_mdy 12/1/2020

date_mdy 12/1/2020

1 style="width: 50%; height: 16px;">Chronic lung disease (ie. Asthma, Emphysema, COPD)?</td> <td sty

Ith: 50%;">Chills</td> <td style="width: 50%;">{chills_yn}</td> </tr> <tr> <td style="width: 50%;">Rigor</
date_dmy 1/4/2021
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Branching Logic (Show field only if...) Required Field?

Y

y
y
[covtestrsit] = '2' or [covtestrslt] = '3' or [covtestrsit] = '3'

y
sss Bio, Inc. - CareStart COVID-19 MDx RT-PCR | 7, Access Genetics, LLC - OraRisk COVID-19 RT-PCR | ¢

[casestatus] = "1'

[vrvac_covid19_man1] ='3' or [vrvac_covid19_man1] ='5'
[vrvac_covid19_man2] ='3' or [vrvac_covid19_man2] = '5'
[casestatus] = '1'

[casestatus] = '1'

[days_bt pos_vac2?] < 14

[days_bt pos_vac3] < 14

[vrvac_covid19_man1]='5'
[vrvac_covid19_man1] = '1" or [vrvac_covid19_man1] = '2' or [vrvac_covid19_man1]='56" y
[vrvac_covid19_man2]='5'

yle="width: 50%; height: 16px;">{lung_yn}</td> </tr> <tr style="height: 16px;"> <td style="width: 50%; height:

[symp_status] ='1'
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[inpatient] = Y"
[inpatient] ="Y"
[inpatient] ='Y"
[hosp_related] ="1"
[inpatient] = "Y"
[inpatient] = "Y"

[outcome] = '2'
[outcome] = '2'
[outcome] = "2"

[viral_seqdata] = '0'
[viral_seqdata] = 1" or [viral_seqdata] = '2'
[viral_seqdata] = '2'
[viral_seqdata] = "Y'
[viral_seqdata] = "Y'
[viral_seqdata] ="Y'
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Custom Alignment Question Number (surveys only) Matrix Group Name Matrix Ranking?

8, Acupath Laboratories, Inc. - Acupath COVID-19 Real-Time (RT-PCR) Assay | 9, Aeon Global |

1 16px;">Hypertension?</td> <td style="width: 50%; height: 16px;">{htn_yn}</td> </tr> <tr> <td st
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Field Annotation

@NONEOFTHEABOVE = unk
@NONEOFTHEABOVE =Unk

Health - Aeon Global Health SARS-CoV-2 Assay | 10, Akron Children's Hospital - Akron Children's Hospital SARS-

tyle="width: 50%;">Cardiovascular disease?</td> <td style="width: 50%;">{cv_yn}</td> </tr> <tr> <td style="width:

IR#0532A_CDC-000096



-CoV-2 Assay | 11, Alimetrix, Inc. - Alimetrix SARS-CoV-2 RT-PCR Assay | 12, Alpha Genomix Laboratc

50%;">Severe obesity (BMI > or = 40)</td> <td style="width: 50%;">{overwt_yn}</td> </tr> <tr style="he
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ories - Alpha Genomix TagPath SARS-CoV-2 Combao Assay | 13, altona Diagnostics GmbH - RealStar £

eight: 16px;"> <td style="width: 50%; height: 16px;">Diabetes mellitus? </td> <td style="width: 50%; heit
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3ARS-CoV02 RT-PCR Kits U.S. | 14, Applied BioCode, Inc. - BioCode SARS-CoV-2 Assay | 15, Appliec

ght: 16px;">{diabetes_yn}</td> </tr> <tr style="height: 16px;"> <td style="width: 50%; height: 16px;">Ch
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1 DNA Sciences, Inc. - Linea COVID-19 Assay Kit | 16, Assurance Scientific Laboratories - Assurance S

ironic kidney disease?</td> <td style="width: 50%; height: 16px;">{renaldis_yn}</td> </tr> <tr style="hei
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ARS-CoV-2 Panel | 17, Atila BioSystems, Inc. - iIAMP COVID-19 Detection Kit | 18, Avellino Lab USA, Ir

ght: 16px;"> <td style="width: 50%; height: 16px;">Chronic liver disease?</td> <td style="width: 50%; he
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nc. - AvellinoCoV?2 test | 19, BayCare Laboratories, LLC - BayCare SARS-CoV-2 RT PCR Assay | 20, B

zight: 16px;">{liverdis_yn}</td> </tr> <tr style="height: 16px;"> <td style="width: 50%; height: 16px;">Aul
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iecton, Dickinson & Company - BD SARS-CoV-2Reagents for BD MAX System | 21, Becton, Dickinson ¢

toimmune disease?</td> <td style="width: 50%; height: 16px;">{autoimm_yn}</td> </tr> <tr style="heigh

IR#0532A_CDC-000103



& Company (BD) - BioGX SARS-CoV-2 Reagents for BD MAX System | 22, Beijing Wantai Biological Pt

at: 16px;"> <td style="width: 50%; height: 16px;">Immunocompromised?</td> <td style="width: 50%; hei
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harmacy Enterprise Co., Ltd. - Wantai SARS-CoV-2 RT-PCR Kit | 23, BGI Genomics Co. Ltd - Real-Tim

ight: 16px;">{immsupp_yn}</td> </tr> <tr style="height: 69px;"> <td style="width: 50%; height: 69px;">S\
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ie Fluorescent RT-PCR Kit for Detecting SARS-CoV-2 | 24, BillionToOne, Inc. - qSanger-COVID-19 Ass:

ystemic immmunosuppressive therapy or medications (i.e., chemotherapy, corticosteroids, monoclonal ¢
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iay | 25, BioCore Co., Ltd. - BioCore 2019-nCoV Real Time PCR Kit | 26, Bioeksen R&D Technologies L

antibodies, excludes topical agents and inhaled steroids)?</td> <td style="width: 50%; height: 69px;">{ir
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COVID-19 Vaccine Breakthrough Case Investigation Form

Case Identification Numbers and Contacts
Vaccine breakthrough REDCap ID: CDC case identification number: State/local case identification number:

State health department contact name: Email address:

Case-Patient Demographics

Age: Sex: Race (Select all that apply): Ethnicity:
O Mmale [J American Indian/Alaska Native [ Native Hawaiian/Other Pacific O Hispanic or Latino
O Female [ Asian O White © Not Hispanic or Latino
O Unknown [ Black or African American O Unknown
OR [unknown
State of residence: County of residence: Type of residence [Select one]
O House O Correctional facility QO Shelter
O Apartment O Mobile home O Other
O Hotel © Group home O Unknown
O Long-term care facility

COVID Laboratory Confirmation

Specimen Type : Date specimen was collected: Name of laboratory where testing was performed:
QO Upper respiratory sample (nasopharyngeal swab,
nasal swab, nasal wash, oropharyngeal swab)
O saliva : .
O S Location where testing performed:
O Bronchoalveolar lavage fluid 0] Laboratory or medical facility
O Pleural fluid O Home test only
O Lung tissue
Test type: Test result: CT Value: Available specimens from initial COVID-19 laboratory
O RT-PCR or other NAAT O Positive confirmation: (Select all that apply)
O Antigen only O Negative O SARS-CoV-2 sequence data
O Indeterminate O Primary respiratory specimen
[ Mone
SARS-CoV-2 sequencing performed: O Yes O No O Unknown
SARS-CoV-2 lineage: GISAID accession number: GenBank accession number:

COVID-19 Vaccination Information

DOSE #1
Vaccine manufacturer and type: or Other:

Date received: Vaccine lot number:

Name of facility where vaccine was received:

City and state where vaccine was received:

DOSE # 2
Vaccine manufacturer and type: or Other:

Date received: Vaccine lot number:

Name of facility where vaccine was received:

City and state where vaccine was received:

IR#0532A_CDC-000123
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Clinical lliness

Symptoms during the course of iliness Clinical symptoms reported from 2 days before to 2 weeks after the positive test

O Yes (Select any present):

O No O Fever [ Nausea or vomiting [ Difficulty breathing

O Unknown O chills [ Diarrhea [ New olfactory disorder
O Rigors O Fatigue I New taste disorder
O Myalgia O Congestion or runny nose
[J Headache O Cough OR [JNo COVID-19-like symptoms
[0 sSore throat [ Shortness of breath

Underlying Medical Conditions

Underlying medical conditions: (Select all that apply)

O Pregnancy O Autoimmune disease [ solid organ transplant

[ Diabetes mellitus O Immunocompromised [ Hematopoietic stem cell transplant

O Chronic kidney disease O HIV infection O Other immunosuppressive condition: (specify)
[ Chronic liver disease [ Active cancer

Systemic immunosuppressive therapy or medications (i.e., chemotherapy, corticosteroids, monoclonal antibodies, excludes topical agents
and inhaled steroids)

O Yes

O No

O Unknown

Clinical Course

Presented for outpatient medical care (e.g., telemedicine, clinic, urgent care, or emergency room) from 2 days before to 2 weeks after the
positive test:

O Yes
QO No
O Unknown

Hospitalized for =1 night in
an inpatient facility within 2

weeks after the positive test: If Yes Admitted to an intensive care unit during the hospitalization:
O Yes O Yes
O No O No
O Unknown QO Unknown

Required mechanical ventilation during the hospitalization:
O Yes

O No
O Unknown

Hospitalization related to SARS-CoV-2 infection:

QO Yes
O No
O Unknown
Died:
8 LE: If Yes Date died: Death related to SARS-CoV-2 infection:
O Unknown O Yes
O No
O Unknown
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From: Fleming-Dutra, Katherine E. (CDC/DDID/NCIRD/DBD)

Sent: Tue, 11 May 2021 17:33:08 +0000
To: Fischer, Marc (CDC/DDID/NCEZID/DPEI);Harriman, Kathleen (CDC cdph.ca.gov)
Cc: CDC IMS 2019 NCOV Response VTF Vaccine Breakthrough Team;Siegel, Jane

(CDC cdph.ca.gov);Jain, Seema (CDC cdph.ca.gov);Epson, Erin@CDPH;Stendel, Patrick@CDPH;Jernigan,
John A. (CDC/DDID/NCEZID/DHQP);Kirking, Hannah L. (CDC/DDID/NCIRD/DVD);Nolen, Leisha
(CDC/DDID/NCEZID/DPEI);Tate, Jacqueline E. (CDC/DDID/NCIRD/DVD);HAI Qutbreak - COVID-19
(CDC);Jacobs Slifka, Kara (CDC/DDID/NCEZID/DHQP);Smith, Jessica (CDC/DDID/NCIRD/DBD);Keaton,
Amelia (CDC/DDID/NCEZID/DHQP)

Subject: RE: Outbreak with severe and fatal cases in vaccinated people

Attachments: Information for breakthrough clusters_2021-05-10.docx, Summary of outbreak
for CDC consultation 5.10.21.docx

Hi Kathy, Seema, Erin, Jane, and Patrick,

Thank you for alerting us to this outbreak, which sounds like a very concerning situation. | am including a
few others from the Vaccine Effectiveness Team (Jess Smith), the Division of Healthcare Quality
Promotion (HAICOVID inbox, Kara Jacobs Slifka and Amelia Keaton) and Epi Task Force (Jackie Tate). We
would be happy to help set up a call. This is a very helpful summary of the outbreak (attached for those
who were added). If you have specific questions outside of vaccine effectiveness, breakthrough
infections or infection prevention and control, please let us know so that we can make sure the right
people are on the call to answer your questions.

We are trying collect the information on outbreaks with a high number of breakthrough infections in the
attached form, to help inform next steps. If it is possible to complete the form before that call, that
would help but it is not necessary. It looks like most of this information is in the summary, and if you
don’t have any of the requested information, that is fine.

If you can send us some times that work for your team, we can coordinate schedules on this end.
Thank you and we will look forward to talking with you soon.

Best,
Katherine

Katherine E. Fleming-Dutra, MD

Vaccine Effectiveness Team

Vaccine Evaluation Unit

Vaccine Task Force

COVID-19 Response

Centers for Disease Control and Prevention
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From: Fleming-Dutra, Katherine E. (CDC/DDID/NCIRD/DBD)

Sent: Thu, 20 May 2021 22:09:24 +0000

To: Siegel, Jane (CDC cdph.ca.gov);Fischer, Marc
(CDC/DDID/NCEZID/DPEI);Harriman, Kathleen (CDC cdph.ca.gov)

Cc: CDC IMS 2019 NCOV Response VTF Vaccine Breakthrough Team;Jain, Seema

(CDC cdph.ca.gov);Epson, Erin@CDPH;Stendel, Patrick@CDPH;Jernigan, John A.
(CDC/DDID/NCEZID/DHQP);Kirking, Hannah L. (CDC/DDID/NCIRD/DVD);Nolen, Leisha
(CDC/DDID/NCEZID/DPEI);Tate, Jacqueline E. (CDC/DDID/NCIRD/DVD);HAI Outbreak - COVID-19
(CDC);Jacobs Slifka, Kara (CDC/DDID/NCEZID/DHQP);Smith, Jessica (CDC/DDID/NCIRD/DBD);Keaton,
Amelia (CDC/DDID/NCEZID/DHQP);McMorrow, Meredith (CDC/DDID/NCIRD/DVD);Verani, Jennifer R.
(CDC/DDID/NCIRD/DBD); Mbaeyi, Sarah (CDC/DDID/NCIRD/OD);Schiffer, Jarad
(CDC/DDPHSIS/CPR/OD);Thornburg, Natalie (CDC/DDID/NCIRD/DVD);MacNeil, Jessica R.
(CDC/DDID/NCIRD/OD);Hicks, Lauri (CDC/DDID/NCEZID/DHQP)

Subject: RE: Outbreak with severe and fatal cases in vaccinated people: update

Hi Jane and CDPH team,

| am sorry if my response was confusing. We did loop both the Lab TF and VTF Clinical team into this
specific situation. Regarding the serology question, seeing the pending serology results stratified by
vaccination and breakthrough infection status will inform the next steps. The serology results for those
who are vaccinated and did not have a breakthrough case will hopefully give us an indication of whether
something went wrong at the vaccine clinic or with this batch of vaccines.

Also, the clinical team conferred about this specific situation and said they would not want to base
revaccination decisions on serology results. However, if the investigation around storage/handling of the
vaccine raises any concerns (temperature excursion, etc), please let us know.

Lastly, regarding your question about Pfizer's changing guidance on the management of the COVID-19
vaccine and what constitutes a breach, my understanding is that is a question for the manufacturer
(Pfizer). We ran into this situation for another state, and that was the guidance from our VTF colleagues
in the Federal Pharmacy Partnership.

Jarad, Natalie, Sarah, Jessica, and Lauri, please feel free to weigh in on these questions. Specifically, do
you have any further guidance on the changing handling instructions?

Best,
Katherine

From: Siegel, Jane@CDPH <Jane.Siegel@cdph.ca.gov>

Sent: Thursday, May 20, 2021 4:40 PM

To: Fleming-Dutra, Katherine E. (CDC/DDID/NCIRD/DBD) <ftu2@cdc.gov>; Fischer, Marc
(CDC/DDID/NCEZID/DPEI) <mxf2@cdc.gov>; Harriman, Kathleen (CDC cdph.ca.gov)
<Kathleen.Harriman@cdph.ca.gov>

Cc: CDC IMS 2019 NCQOV Response VTF Vaccine Breakthrough Team <eocevent531@cdc.gov>; Jain,
Seema (CDC cdph.ca.gov) <Seema.lain@cdph.ca.gov>; Epson, Erin@CDPH <Erin.Epson@cdph.ca.gov>;
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Also it may help to have a standardized field (standardized format) to document linking of cases to
controls for the “local_id” field :
Study
identification
local_id number number

Within the study group we have lots of combined experience conducting case control studies,
and if you can bring this up for discussion, I’'m sure an efficient format can be used by all.

For instance one way we have documented linking cases to controls in previous studies, is to
have the case be something like: CAVB001 then the controls would be CAVB001-1, CAVB001-2,
CAVB001-3, etc.

This will make a big difference when selecting matched controls and documenting the matching,
and | think it would help to do these step consistently among sites!

Thanks for considering,
Pam

Pam Daily Kirley
California Emerging Infections Program
COVID-19, Influenza and RSV Surveillance Coordinator
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DOSAGE AND ADMINISTRATION

Storage and Handling

During storage, minimize exposure to room light, and avoid exposure to direct
sunlight and ultraviolet light.

Do not refreeze thawed vials.

Frozen Vials Prior to Use

Cartons of Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vials arrive in
thermal containers with dry ice. Once received, remove the vial cartons
immediately from the thermal container and store in an ultra-low temperature
freezer between -80°C to -60°C (-112°F to -76°F). Vials must be kept frozen
between -80°C to -60°C (-112°F to -76°F) and protected from light until ready to
use.

If an ultra-low temperature freezer is not available, the thermal container in which
the Pfizer-BioNTech COVID-19 Vaccine arrives may be used as temporary storage
when consistently re-filled to the top of the container with dry ice. Refer to the
re-icing guidelines packed in the original thermal container for instructions
regarding the use of the thermal container for temporary storage. The thermal
container maintains a temperature range of -90°C to -60°C (-130°F to -76°F).
Storage within this temperature range is not considered an excursion from the
recommended storage condition.

Thawed Vials Before Dilution

Thawed Under Refrigeration

Thaw and then store undiluted vials in the refrigerator [2°C to 8°C (35°F to 46°F)]
for up to 5 days (120 hours). A carton of 25 vials or 195 vials may take up to 2 or
3 hours, respectively, to thaw in the refrigerator, whereas a fewer number of vials
will thaw in less time.

Thawed at Room Temperature

For immediate use, thaw undiluted vials at room temperature [up to 25°C (77°F)] for
30 minutes. Thawed vials can be handled in room light conditions. Vials must reach
room temperature before dilution.

Undiluted vials may be stored at room temperature for no more than 2 hours.
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Vials After Dilution

e After dilution, store vials between 2°C to 25°C (35°F to 77°F) and use within
6 hours from the time of dilution.

e During storage, minimize exposure to room light, and avoid exposure to
direct sunlight and ultraviolet light.

e Any vaccine remaining in vials must be discarded after 6 hours.

e Do not refreeze.

Dosing and Schedule

The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly as a
series of two doses (0.3 mL each) 3 weeks apart.

There are no data available on the interchangeability of the Pfizer-BioNTech
COVID-19 Vaccine with other COVID-19 vaccines to complete the vaccination
series. Individuals who have received one dose of Pfizer-BioNTech COVID-19
Vaccine should receive a second dose of Pfizer-BioNTech COVID-19 Vaccine to
complete the vaccination series.

Dose Preparation

Prior to Dilution
e The Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vial contains a
frozen suspension that does not contain preservative and must be thawed
and diluted prior to administration.
e \Vials may be thawed in the refrigerator [2°C to 8°C (35°F to 46°F)] or at room
temperature [up to 25°C (77°F)] (see Storage and Handling).
e Refer to thawing instructions in the panels below.

Dilution

Dilute the vial contents using 1.8 mL of 0.9% Sodium Chloride Injection, USP (not
provided) to form the Pfizer-BioNTech COVID-19 Vaccine. ONLY use 0.9% Sodium
Chloride Injection, USP as the diluent. This diluent is not packaged with the vaccine
and must be sourced separately. Do not use bacteriostatic 0.9% Sodium Chloride
Injection_or any other diluent.

e Refer to dilution and dose preparation instructions in the panels below.
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THAWING PRIORTO DILUTION

e Thaw vial(s) of Pfizer-BioNTech
COVID-19 Vaccine before use either
by:

o Allowing vial(s) to thaw in the
™ refrigerator [2°C to 8°C (35°F to

46°F)]. A carton of vials may take up
No more than to 3 hours to thaw, and thawed vials
2 hours at room can be stored in the refrigerator for
temperature up to five days (120 hours).
(upto 25°C/77 °F) o Allowing vial(s) to sit at room
temperature [up to 25°C (77°F)] for
30 minutes.

e Using either thawing method, vials
must reach room temperature before
dilution and must be diluted within 2
hours.

l } PR e Before dilution invert vaccine vial
.;75_7..:-_-;_ gently 10 times.
S\ e Do not shake.

e Inspect the liquid in the vial prior to
dilution. The liquid is a white to off-
white suspension and may contain
white to off-white opaque amorphous
particles.

! l e Do not use if liquid is discolored or if

N other particles are observed.

Gentlyx 10 \

DILUTION

e Obtain sterile 0.9% Sodium Chloride
Injection, USP. Use only this as the
diluent.

e Using aseptic technique, withdraw
1.8 mL of diluent into a transfer syringe
(21-gauge or narrower needle).

e Cleanse the vaccine vial stopper with a
single-use antiseptic swab.

e Add 1.8 mL of 0.9% Sodium Chloride
Injection, USP into the vaccine vial.

Revised: 12/2020 4
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PREPARATION OF INDIVIDUAL 0.3 mL DOSES OF PFIZER-BIONTECH

e Using aseptic technique, cleanse the
vial stopper with a single-use antiseptic
swab, and withdraw 0.3 mL of the
Pfizer-BioNTech COVID-19 Vaccine.

e Administer immediately.

Administration

Visually inspect each dose in the dosing syringe prior to administration. The
vaccine will be an off-white suspension. During the visual inspection,
o verify the final dosing volume of 0.3 mL.
e confirm there are no particulates and that no discoloration is observed.
e do not administer if vaccine is discolored or contains particulate matter.

Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly.
Contraindications

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known
history of a severe allergic reaction (e.g., anaphylaxis) to any component of the
Pfizer-BioNTech COVID-19 Vaccine (see Full EUA Prescribing Information).
Warnings

Appropriate medical treatment used to manage immediate allergic reactions must
be immediately available in the event an acute anaphylactic reaction occurs
following administration of Pfizer-BioNTech COVID-19 Vaccine.
Immunocompromised persons, including individuals receiving immunosuppressant
therapy, may have a diminished immune response to the Pfizer-BioNTech

COVID-19 Vaccine.

Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients.

Revised: 12/2020 6
IR#0532A_CDC-000173



IR#0532A_CDC-000174



IR#0532A_CDC-000175



IR#0532A_CDC-000176



IR#0532A_CDC-000177



FULL EMERGENCY USE
AUTHORIZATION (EUA) PRESCRIBING
INFORMATION

PFIZER-BIONTECH COVID-19 VACCINE

FULL EMERGENCY USE AUTHORIZATION
PRESCRIBING INFORMATION: CONTENTS*

 fa

AUTHORIZED USE

DOSAGE AND ADMINISTRATION

2.1  Preparation for Administration

2.2 Administration Information

2.3 Vaccination Schedule for Individuals 16 Years of Age and Older
DOSAGE FORMS AND STRENGTHS
CONTRAINDICATIONS

WARNINGS AND PRECAUTIONS

5.1  Management of Acute Allergic Reactions
5.2 Altered Immunocompetence

5.3 Limitation of Effectiveness

OVERALL SAFETY SUMMARY

6.1  Clinical Trials Experience

10
11

13
14

18

19

20
21

REQUIREMENTS AND INSTRUCTIONS FOR REPORTING
ADVERSE EVENTS AND VACCINE ADMINISTRATION
ERRORS

DRUG INTERACTIONS

USE IN SPECIFIC POPULATIONS

11.1  Pregnancy

11.2  Lactation

11.3 Pediatric Use

11.4  Geriatric Use

DESCRIPTION

CLINICAL PHARMACOLOGY

14.1 Mechanism of Action

CLINICAL TRIAL RESULTS AND SUPPORTING DATA FOR
EUA

18.1 Efficacy in Participants 16 Years of Age and Older

HOW SUPPLIED/STORAGE AND HANDLING

PATIENT COUNSELING INFORMATION

CONTACT INFORMATION

* Sections or subsections omitted fom the full emergency use authorization
prescribing information are not listed.
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FULL EMERGENCY USE AUTHORIZATION (EUA) PRESCRIBING INFORMATION

1 AUTHORIZED USE

Pfizer-BioNTech COVID-19 Vaccine is authorized for use under an Emergency Use Authorization (EUA) for
active immunization to prevent coronavirus disease 2019 (COVID-19) caused by severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) in individuals 16 years of age and older.

2 DOSAGE AND ADMINISTRATION

For intramuscular injection only.

2.1 Preparation for Adminis tration

Prior to Dilution

e The Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vial contains a frozen suspension that does
not contain preservative and must be thawed and diluted prior to administration.

e Vials may be thawed in the refrigerator [2°C to 8°C (35°F to 46°F)] or atroom temperature [up to 25°C
(77°F)] [see How Supplied/Storage and Handling (19)].

e Referto thawing instructions in the panels below.
Dilution

e Dilute the vial contents using 1.8 mL of 0.9% Sodium Chloride Injection, USP (not provided) to form
the Pfizer-BioNTech COVID-19 Vaccine.

e ONLY use 0.9% Sodium Chloride Injection, USP as the diluent. This diluent is not packaged with the
vaccine and must be sourced separately. Do not use bacteriostatic 0.9% Sodium Chloride Injection or
any other diluent.

e Referto dilution and dose preparation instructions in the panels below.

Revised: 12/2020
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THAWING PRIOR TO DILUTION

No more than
6 2 hours atroom

temperature
l (upto 25°C/77°F)

J

Thaw vial(s) of Pfizer-BioNTech COVID-19

Vaccine before use either by:

o Allowing vial(s) to thaw in the refrigerator [2°C
to 8°C (35°F to 46°F)]. A carton of vials may take
up to 3 hours to thaw, and thawed vials can be
stored in the refrigerator for up to five days
(120 hours).

o Allowing vial(s) to sit atroom temperature [up to
25°C (77°F)] for 30 minutes.

Using either thawing method, vials must reach room

temperature before dilution and must be diluted

within 2 hours.

Before dilution invert vaccie vial gently 10 times.
Do not shake.

Inspect the liquid in the vial prior to dilution. The
liquid is a white to off-white suspension and may
contain white to off-white opague amorphous
particles.

Do not use if liquid is discolored or if other particles
are observed.

DILUTION

Obtain sterile 0.9% Sodium Chloride Injection,
USP. Use only this as the diluent.

Using aseptic technique, withdraw 1.8 mL of diluent
into a transfer syringe (21-gauge or narrower
needle).

Cleanse the vaccine vial stopper with a single-use
antiseptic swab.

Add 1.8 mL of 0.9% Sodium Chloride Injection,
USP into the vaccine vial

Revised: 12/2020
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PREPARATION OF INDIVIDUAL 0.3 mL DOSES OF PFIZER-BIONTECH COVID-19
VACCINE

e Using aseptic technique, cleanse the vial stopper
with a single-use antiseptic swab, and withdraw
0.3 mL of the Pfizer-BioNTech COVID-19 Vaccine.
e Administer immediately.

2.2 Administration Information

Visually inspect each dose in the dosing syringe prior to administration. The vaccine will be an off-white
suspension. During the visual mspection,

e verify the final dosing volume of 0.3 mL.

e confirm there are no particulates and that no discoloration is observed.

e do not administer if vaccine is discolored or contains particulate matter.

Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly.
2.3 Vaccination Schedule for Individuals 16 Years of Age and Older

The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly as a series of two doses (0.3 mL
each) three weeks apart.

There are no data available on the interchangeability of the Pfizer-BioNTech COVID-19 Vaccine with other
COVID-19 vaccines to complete the vaccination series. Individuals who have received one dose of
Pfizer-BioNTech COVID-19 Vaccine should receive a second dose of Pfizer-BioNTech COVID-19 Vaccine to
complete the vaccination series.

3 DOSAGE FORMS AND STRENGTHS
Pfizer-BioNTech COVID-19 Vaccine is a suspension for injection. After preparation, a single dose is 0.3 mL.
4 CONTRAINDICATIONS

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known history of a severe allergic
reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech COVID-19 Vaccine [see Description

(13)].
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5 WARNINGS AND PRECAUTIONS
5.1 Manage ment of Acute Allergic Reactions

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in
the event an acute anaphylactic reaction occurs following administration of Pfizer-BioNTech COVID-19
Vaccine.

5.2 Altered Immunocompetence

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a
diminished immune response to the Pfizer-BioNTech COVID-19 Vaccine.

5.3  Limitation of Effectiveness
The Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients.

6 OVERALL SAFETY SUMMARY

It is MANDATORY for vaccination providers to report to the Vaccine Adverse Event Reporting System
(VAERDY) all vaccine administration errors, all serious adverse events, cases of Multisystem
Inflammatory Syndrome (MIS)in adults and children, and hos pitalized or fatal cases of COVID-19
following vaccination with the Pfizer-BioNTech COVID-19 Vaccine. To the extent feasible, provide a
copy of the VAERS form to Pfizer Inc. Please seethe REQUIREMENTS AND INSTRUCTIONS FOR
REPORTING ADVERSE EVENTS AND VACCINE ADMINISTRATION ERRORS section for details
on reporting to VAERS and Pfizer Inc.

In clinical studies, adverse reactions in participants 16 years of age and older included pain at the injection site
(84.1%), fatigue (62.9%), headache (55.1%), muscle pain (38.3%), chills (31.9%), joint pain (23.6%),

fever (14.2%), injection site swelling (10.5%), injection site redness (9.5%), nausea (1.1%), malaise (0.5%), and
lymphadenopathy (0.3%).

Severe allergic reactions have been reported following the Pfizer-BioNTech COVID-19 Vaccine during mass
vaccination outside of clinical trials.

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the
clinical trials of a drug cannot be directly compared to rates in the clinical trials of another drug and may not
reflect the rates observed in practice.

The safety of Pfizer-BioNTech COVID-19 Vaccine was evaluated in participants 16 years of age and older in
two clinical studies conducted in the United States, Europe, Turkey, South Africa, and South America.

Study BNT162-01 (Study 1) was a Phase 1/2, two-part, dose-escalation trial that enrolled 60 participants,

18 through 55 years of age. Study C4591001 (Study 2) is a Phase 1/2/3, multicenter, multinational, randomized,
saline placebo-controlled, observer-blind, dose-finding, vaccine candidate-selection (Phase 1) and efficacy
(Phase 2/3) study that has enrolled approximately 44,000 participants, 12 years of age or older. Of these,
approximately 43,448 participants (21,720 Pfizer-BioNTech COVID-19 Vaccine; 21,728 placebo) in Phase 2/3
are 16 years of age or older (including 138 and 145 adolescents 16 and 17 years of age in the vaccine and
placebo groups, respectively).
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At the time of the analysis of Study 2 for the EUA, 37,586 (18,801 Pfizer-BioNTech COVID-19 Vaccine and
18,785 placebo) participants 16 years of age or older have been followed for a median of 2 months after the
second dose of Pfizer-BioNTech COVID-19 Vaccine.

The safety evaluation in Study 2 is ongoing. The safety population includes participants enrolled by

October 9, 2020, and includes safety data accrued through November 14, 2020. Participants 18 years and older
n the reactogenicity subset are monitored for solicited local and systemic reactions and use of antipyretic
medication after each vaccination in an electronic diary. Participants are being monitored for unsolicited
adverse events, including serious adverse events, throughout the study [from Dose 1 through 1 month (all
unsolicited adverse events) or 6 months (serious adverse events) after the last vaccination].

Demographic characteristics in Study 2 were generally similar with regard to age, gender, race, and ethnicity
among participants who received Pfizer-BioNTech COVID-19 Vaccine and those who received placebo.
Overall, among the total participants who received either the Pfizer-BioNTech COVID-19 Vaccine or placebo,
50.6% were male and 49.4% were female, 83.1% were White, 9.1% were Black or African American, 28.0%
were Hispanic/Latino, 4.3% were Asian, and 0.5% were American Indian/Alaska Native.

Local and Systemic Adverse Reactions Solicited in the Study 2

Table 1 and Table 2 present the frequency and severity of solicited local and systemic reactions, respectively,
within 7 days following each dose of Pfizer-BioNTech COVID-19 Vaccine and placebo in the subset of
participants 18 to 55 years of age included in the EUA safety population who were monitored for reactogenicity
with an electronic diary.

Table 3 and Table 4 present the frequency and severity of reported solicited local and systemic reactions,
respectively, within 7 days of each dose of Pfizer-BioNTech COVID-19 Vaccine and placebo for participants
56 years of age and older.

Across both age groups, the mean duration of pain atthe injection site after Dose 2 was 2.5 days (range 1 to
36 days), for redness 2.6 days (range 1 to 34 days), and for swelling 2.3 days (range 1 to 34 days) for
participants in the Pfizer-BioNTech COVID-19 Vaccine group.

Solicited reactogenicity data in 16 and 17 year-old participants are limited.
Table 1: Study 2 — Frequency and Percentages of Participants with Solicited Local Reactions, by

Maximum Severity, Within 7 Days After Each Dose — Participants 18-55 Years of Age* —
Reactogenicity Subset ofthe Safety Population®

Pfizer-BioNTech Pfizer-BioNTech
COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N2=2291 N2=2298 N2=2098 N2=2103
n® (%) n® (%) n® (%) n® (%)
Redness®
Any (>2 cm) 104 (4.5) 26 (1.1) 123 (5.9) 14 (0.7)
Mild 70 (3.1) 16 (0.7) 73 (3.5) 8(0.4)
Moderate 28 (1.2) 6 (0.3) 40 (1.9) 6 (0.3)
Severe 6 (0.3) 4(0.2) 10 (0.5) 0 (0.0
Swelling®
Any (>2 cm) 132 (5.8) 11 (0.5) 132 (6.3) 5(0.2)
Mild 88 (3.8) 3(0.1) 80 (3.8) 3(0.1)
Revised: 12/2020 17
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Pfizer-BioNTech Pfizer-BioNTech
COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N2=2291 N*=2298 N*=2098 N*=2103
n® (%) n® (%) n® (%) n® (%)
Moderate 39 (1.7) 5(0.2) 45 (2.1) 2(0.1)
Severe 5(0.2) 3(0.1) 7(0.3) 0(0.0)
Pain at the injection sited
Any 1904 (83.1) 322 (14.0) 1632 (77.8) 245 (11.7)
Mild 1170 (51.1) 308 (13.4) 1039 (49.5) 225 (10.7)
Moderate 710 (31.0) 12 (0.5) 568 (27.1) 20 (1.0)
Severe 24 (1.0) 2 (0.1) 25 (1.2) 0(0.0)

Note: Reactions were collected in the electronic diary (e-diary) fromDay | to Day 7 after vaccination.

#*++ o0 OB

. N =Numberof participants reporting at least 1 yes orno response forthe specified reaction after the specified dose.
. n= Numberofparticipants with thespecified reaction.

Mild: =2.0 to <5.0 cm; Moderate:>5.0to <10.0 cm; Severe:>10.0 cm.
. Mild: does not interfere with activity; Moderate: interferes with activity; Severe: prevents daily activity.
Eight participants were between 16and 17 years ofage.

Randomized participants in the safety analysis population who received at least 1 dose ofthe study intervention.

Table 2: Study 2 — Frequency and Percentages of Participants with Solicited Systemic Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 18-55 Years of Age* —
Safe ty Population*
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N*=2291 N?=2298 N?=2098 N*=2103
n" (%) n® (%) n® (%) n® (%)
Fever
>38.0°C 85 (3.7) 20 (0.9) 331 (15.8) 10 (0.5)
>38.0°C to 38.4°C 64 (2.8) 10 (0.4) 194 (9.2) 5(0.2)
>38.4°C to 38.9°C 15 (0.7) 5(0.2) 110 (5.2) 3(0.1)
>38.9°C to 40.0°C 6 (0.3) 3(0.1) 26 (1.2) 2 (0.1)
>40.0°C 0 (0.0) 2 (0.1) 1 (0.0) 0(0.0)
Fatigue®
Any 1085 (47.4) 767 (33.4) 1247 (59.4) 479 (22.8)
Mild 597 (26.1) 467 (20.3) 442 (21.1) 248 (11.8)
Moderate 455 (19.9) 289 (12.6) 708 (33.7) 217 (10.3)
Severe 33 (1.4) 11 (0.5) 97 (4.6) 14 (0.7)
Headache®
Any 959 (41.9) 775 (33.7) 1085 (51.7) 506 (24.1)
Mild 628 (27.4) 505 (22.0) 538 (25.6) 321 (15.3)
Moderate 308 (13.4) 251 (10.9) 480 (22.9) 170 (8.1)
Severe 23 (1.0 19 (0.8) 67 (3.2) 15 (0.7)
Chills®
Any 321 (14.0) 146 (6.4) 737 (35.1) 79 (3.8)
Mild 230 (10.0) 111 (4.8) 359 (17.1) 65 (3.1)
Moderate 82 (3.6) 33 (1.4) 333 (15.9) 14 (0.7)
Severe 9(0.4) 2(0.1) 45 (2.1) 0(0.0)
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Pfizer-BioNTech

Pfizer-BioNTech

COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
1=2291 N2=2298 N*=2098 N2=2103
n® (%) n® (%) n® (%) n® (%)
Vomitingd
Any 28 (1.2) 28 (1.2) 40 (1.9) 25(1:2)
Mild 24 (1.0) 22 (1.0) 28 (1.3) 16 (0.8)
Moderate 4(0.2) 5(0.2) 8 (0.4) 9(0.4)
Severe 0(0.0) 1(0.0) 4(0.2) 0(0.0)
Diarrhea®
Any 255 (11.1) 270 (11.7) 219 (10.4) 177 (8.4)
Mild 206 (9.0) 217 (9.4) 179 (8.5) 144 (6.8)
Moderate 46 (2.0) 52 (2.3) 36 (1.7) 32 (1.5)
Severe 3(0.1) 1(0.0) 4(0.2) 1(0.0)
New or worsened
muscle pain®
Any 487 (21.3) 249 (10.8) 783 (37.3) 173 (8.2)
Mild 256 (11.2) 175 (7.6) 326 (15.5) 111.:(5.3)
Moderate 218 (9.5) 72 (3.1) 410 (19.5) 59 (2.8)
Severe 13 (0.6) 2 (0.1) 47 (2.2) 3(0.1)
New or worsened
joint pain®
Any 251 (11.0) 138 (6.0) 459 (21.9) 109 (5.2)
Mild 147 (6.4) 95 (4.1) 205 (9.8) 54 (2.6)
Moderate 99 (4.3) 43 (1.9) 234 (11.2) 51 (2.4)
Severe 5(0.2) 0(0.0) 20 (1.0) 4(0.2)
Use of antipyretic or
pain medication! 638 (27.8) 332 (14.4) 945 (45.0) 266 (12.6)

Note: Events and use of antipyretic or pain medication were collected in the electronic diary (e-diary) fromDay 1 to Day 7 after

each dose.

¥k MO OO T OB
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. N=Number of participants reporting at least 1 yes orno response for the specified eventafter the specified dose.

. n=Number of participants with thespecified reaction.

. Mild: does not interfere with activity; Moderate: some interference with activity; Severe: prevents daily activity.

. Mild: | to 2 times in 24 hours; Moderate: >2 times in 24 hours; Severe: requires intravenous hydration.

. Mild: 2 to 3 loose stools in 24 hours; Moderate: 4to 5 loose stools in 24 hours; Severe: 6 ormore loose stoolsin 24 hours.
Severity was notcollected foruse of antipyretic or pain medication.
Eight participants were between 16and 17 years ofage.
Randomized participants in the safety analysis population who received at least 1 dose ofthe study intervention.
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Table 3: Study 2 — Frequency and Percentages of Participants with Solicited Local Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 56 Years of Age and
Older— Safety Population*
Pfizer-BioNTech Pfizer-BioNTech
COVID-19 Vaccine Placebo COVID-19 Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N*=1802 N*=1792 N*=1660 N*=1646
n® (%) n® (%) n® (%) n® (%)
Redness®
Any (>2 cm) 85 (4.7) 19(1.1) 120 (7.2) 12 (0.7)
Mild 55 (3.1) 12 (0.7) 59 (3.6) 8 (0.5)
Moderate 27:(1.5) 5(0.3) 53 (3.2) 3(0.2)
Severe 3(0.2) 2 (0.1) 8 (0.5) 1(0.1)
Swelling®
Any (>2 cm) 118 (6.5) 21 (1.2) 124 (7.5) 11 (0.7)
Mild T1(3:9) 10 (0.6) 68 (4.1) 5(0.3)
Moderate 45 (2.5) 11 (0.6) 53 (3.2) 5(0.3)
Severe 2(0.1) 0(0.0) 3(0.2) 1(0.1)
Pain at the injection
sited
Any (>2 cm) 1282 (71.1) 166 (9.3) 1098 (66.1) 127 (7.7)
Mild 1008 (55.9) 160 (8.9) 792 (47.7) 125 (7.6)
Moderate 270 (15.0) 6 (0.3) 298 (18.0) 2(0.1)
Severe 4 (0.2) 0 (0.0) 8 (0.5) 0(0.0)

Note: Reactions were collected in the electronic diary (e-diary) fromDay 1 to Day 7 after vaccination.
a. N =Numberof participants reportingat least 1 yes orno response forthe specified reaction after the specified dose.

b. n= Numberofparticipants with the specified reaction.

¢. Mild: >2.0 to 5.0 cm; Moderate: >5.0t0 <10.0 cm; Severe:>10.0 cm.
d. Mild: does notinterfere with activity; Moderate: interferes with activity; Severe: prevents daily activity.

* Randomized participants in the safety analysis population who received at least 1 dose ofthe study intervention.

Table 4: Study 2 — Frequency and Percentages of Participants with Solicited Syste mic Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 56 Years of Age and
Older— Reactogenicity Subset of the Safe ty Population*
Pfizer-BioNTech
Pfizer-BioNTech COVID-19
COVID-19 Vaccine Placebo Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
N*=1802 N2=1792 N*=1660 N?=1646
n® (%) n® (%) n® (%) n® (%)
Fever
>38.0°C 26 (1.4) 7 (0.4) 181 (10.9) 4(0.2)
>38.0°C to 38.4°C 23 (1.3) 2(0.1) 131 (7.9) 2(0.1)
>38.4°C to 38.9°C 1(0.1) 3(0.2) 45 (2.7) 1(0.1)
>38.9°C t0 40.0°C 1(0.1) 2(0.1) 5(0.3) 1(0.1)
>40.0°C 1(0.1) 0 (0.0) 0 (0.0 0(0.0)
Fatigue®
Any 615 (34.1) 405 (22.6) 839 (50.5) 277 (16.8)
Mild 373 (20.7) 252 (14.1) 351(21.1) 161 (9.8)
Moderate 240 (13.3) 150 (8.4) 442 (26.6) 114 (6.9)
Severe 2 (0.1 3(0.2) 46 (2.8) 2(0.1)
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Pfizer-BioNTech
Pfizer-BioNTech COVID-19
COVID-19 Vaccine Placebo Vaccine Placebo
Dose 1 Dose 1 Dose 2 Dose 2
=1802 N*=1792 N=1660 =1646
“b (0/0) l'lh ("0) l'lh ((l 0) llb (0/0)
Headache®

Any 454 (25.2) 325 (18.1) 647 (39.0) 229 (13.9)
Mild 348 (19.3) 242 (13.5) 422 (25.4) 165 (10.0)
Moderate 104 (5.8) 80 (4.5) 216 (13.0) 60 (3.6)
Severe 2(0.1) 3(0.2) 9 (0.5) 4(0.2)

Chills®

Any 113 (6.3) 57 (3.2) 377 (22.7) 46 (2.8)
Mild 87 (4.8) 40 (2.2) 199 (12.0) 351(2:1)
Moderate 26 (1.4) 16 (0.9) 161 (9.7) 11 (0.7)
Severe 0(0.0) 1(0.1) 17 (1.0) 0(0.0)

Vomiting?

Any 9(0.5) 9(0.5) EA{D:T) 5(0.3)
Mild 8 (0.4) 9 (0.5) 9 (0.5) 5(0.3)
Moderate 1(0.1) 0 (0.0) 1(0.1) 0(0.0)
Severe 0(0.0) 0 (0.0) 1(0.1) 0 (0.0)

Diarrhea®

Any 147 (8.2) 118 (6.6) 137 (8.3) 99 (6.0)
Mild 118 (6.5) 100 (5.6) 114 (6.9) 73 (4.4)
Moderate 26 (1.4) 17 (0.9) 21 (1.3) 22 (1.3)
Severe 3(0.2) 1(0.1) 2 (0.1) 4(0.2)

New or worsened
muscle pain®

Any 251 (13.9) 149 (8.3) 477 (28.7) 87 (5.3)
Mild 168 (9.3) 100 (5.6) 202 (12.2) 51H3.5)
Moderate 82 (4.6) 46 (2.6) 259 (15.6) 29 (1.8)
Severe 1(0.1) 3(0:.2) 16 (1.0) 1(0.1)

New or worsened joint
pain

Any 155 (8.6) 109 (6.1) 313 (18.9) 61 (3.7)
Mild 101 (5.6) 68 (3.8) 161 (9.7) 35.¢2.1)
Moderate 52 (2.9) 40 (2.2) 145 (8.7) 25 (1.5)
Severe 2(0.1) 1(0.1) 7(0.4) 1(0.1)

Use of antipyretic or
pain medication 358 (19.9) 213 (11.9) 625 (37.7) 161 (9.8)

Note: Events and use ofantipyretic or pain medication were collected in the electronic diary (e-diary) fromDay | to Day 7 after

each dose.

¥0O OO0 o
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. N =Numberof participants reporting at least | yes orno response for the specified eventafterthe specified dose.

. n= Number ofparticipants with the specified reaction.

. Mild: does not interfere with activity; Moderate: some interference with activity; Severe: prevents daily activity.

. Mild: 1 to 2 times in 24 hours; Moderate: >2 times in 24 hours; Severe: requires intravenous hydration.

. Mild: 2 to 3 loose stools in 24 hours; Moderate: 4to 5 loose stools in 24 hours; Severe: 6 ormore loose stools in 24 hours.
Randomized participants in the safety analysis population who receivedat least | dose ofthe study intervention.

IR#0532A_CDC-000188

21



Unsolicited Adverse Events

Serious Adverse Events

In Study 2, among participants 16 to 55 years of age who had received at least 1 dose of vaccine or placebo
(Pfizer-BioNTech COVID-19 Vaccine = 10,841; placebo = 10,851), serious adverse events from Dose 1
through up to 30 days after Dose 2 in ongoing follow-up were reported by 0.4% of Pfizer-BioNTech COVID-19
Vaccine recipients and by 0.3% of placebo recipients. In a similar analysis, in participants 56 years of age and
older (Pfizer-BioNTech COVID-19 Vaccine = 7960, placebo = 7934), serious adverse events were reported by
0.8% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 0.6% of placebo recipients who received at
least 1 dose of Pfizer-BioNTech COVID-19 Vaccme or placebo, respectively. In these analyses, 91.6% of study
participants had at least 30 days of follow-up after Dose 2. Appendicitis was reported as a serious adverse event
for 12 participants, and numerically higher in the vaccine group, 8 vaccine participants and 4 placebo
participants. Currently available information is insufficient to determine a causal relationship with the vaccine.
There were no other notable patterns or numerical imbalances between treatment groups for specific categories
of serious adverse events (including neurologic, neuro-inflammatory, and thrombotic events) that would suggest
a causal relationship to Pfizer-BioNTech COVID-19 Vaccine.

Non-Serious Adverse Events

Overall in Study 2 in which 10,841 participants 16 to 55 years of age received Pfizer-BioNTech COVID-19
Vaccine and 10,851 participants received placebo, non-serious adverse events from Dose 1 through up to

30 days after Dose 2 in ongoing follow-up were reported in 29.3% of participants who received
Pfizer-BioNTech COVID-19 Vaccine and 13.2% of participants in the placebo group, for participants who
received atleast 1 dose. Overall in a similar analysis in which 7960 participants 56 years of age and older
received Pfizer-BioNTech COVID-19 Vaccine, non-serious adverse events within 30 days were reported in
23.8% of participants who received Pfizer-BioNTech COVID-19 Vaccine and 11.7% of participants in the
placebo group, for participants who received at least 1 dose. In these analyses, 91.6% of study participants had
at least 30 days of follow-up after Dose 2. The higher frequency of reported unsolicited non-serious adverse
events among Pfizer BioNTech COVID-19 Vaccine recipients compared to placebo recipients was primarily
attributed to local and systemic adverse events reported during the first 7 days following vaccmation that are
consistent with adverse reactions solicited among participants in the reactogenicity subset and presented in
Tables 3 and 4. From Dose 1 through 30 days after Dose 2, reports of lymphadenopathy were imbalanced with
notably more cases in the Pfizer-BioNTech COVID-19 Vaccine group (64) vs. the placebo group (6), which is
plausibly related to vaccmation. Throughout the safety follow-up period to date, Bell’'s palsy (facial paralysis)
was reported by four participants in the Pfizer-BioNTech COVID-19 Vaccine group. Onset of facial paralysis
was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of
Bell’s palsy were reported in the placebo group. Currently available information is insufficient to determine a
causal relationship with the vaccine. There were no other notable patterns or numerical imbalances between
treatment groups for specific categories of non-serious adverse events (including other neurologic or neuro-
inflammatory, and thrombotic events) that would suggest a causal relationship to Pfizer-BioNTech COVID-19
Vaccine.

8 REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND
VACCINE ADMINISTRATION ERRORS

See Overall Safety Summary (Section 6) for additional nformation.

The vaccination provider enrolled in the federal COVID-19 Vaccination Program is responsible for
MANDATORY reporting of the listed events following Pfizer-BioNTech COVID-19 Vaccine to the Vaccine
Adverse Event Reporting System (VAERS):
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11.4 Geriatric Use

Clinical studies of Pfizer-BioNTech COVID-19 Vaccine include participants 65 years of age and older and their
data contributes to the overall assessment of safety and efficacy [see Overall Safety Summary (6.1) and Clinical
Trial Results and Supporting Data for EUA (18.1)]. Of the total number of Pfizer-BioNTech COVID-19
Vaccine recipients in Study 2 (N=20,033), 21.4% (n=4,294) were 65 years of age and older and 4.3% (n=860)
were 75 years of age and older.

13 DESCRIPTION

The Pfizer-BioNTech COVID-19 Vaccine 1s supplied as a frozen suspension in multiple dose vials; each vial
must be diluted with 1.8 mL of sterile 0.9% Sodium Chloride Injection, USP prior to use to form the vaccine.
Each dose of the Pfizer-BioNTech COVID-19 Vaccine contains 30 mcg of a nucleoside-modified messenger
RNA (modRNA) encoding the viral spike (S) glycoprotein of SARS-CoV-2.

Each dose of the Pfizer-BioNTech COVID-19 Vaccine also includes the following ingredients: lipids (0.43 mg
(4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 0.05 mg 2[(polyethylene glycol)-2000]-
N ,N-ditetradecylacetamide, 0.09 mg 1,2-distearoyl-sn-glycero-3-phosphocholine, and 0.2 mg cholesterol),

0.01 mg potassium chloride, 0.01 mg monobasic potassium phosphate, 0.36 mg sodium chloride, 0.07 mg
dibasic sodium phosphate dihydrate, and 6 mg sucrose. The diluent (0.9% Sodium Chloride Injection, USP)
contributes an additional 2.16 mg sodium chloride per dose.

The Pfizer-BioNTech COVID-19 Vaccine does not contain preservative. The vial stoppers are not made with
natural rubber latex.

14 CLINICAL PHARMACOLOGY
14.1 Mechanism of Action

The modRNA in the Pfizer-BioNTech COVID-19 Vaccine is formulated in lipid particles, which enable
delivery of the RNA into host cells to allow expression of the SARS-CoV-2 S antigen. The vaccine elicits an
mmune response to the S antigen, which protects against COVID-19.

18 CLINICAL TRIAL RESULTS AND SUPPORTING DATA FOR EUA

18.1 Efficacy in Participants 16 Years of Age and Older

Study 2 is a multicenter, multinational, Phase 1/2/3, randomized, placebo-controlled, observer-blind,
dose-finding, vaccmne candidate—selection, and efficacy study in participants 12 years of age and older.
Randomization was stratified by age: 12 through 15 years of age, 16 through 55 years of age, or 56 years of age
and older, with a mnimum of 40% of participants in the >56-year stratum. The study excluded participants who
were immunocompromised and those who had previous clinical or microbiological diagnosis of COVID-19.
Participants with preexisting stable disease, defined as disease not requiring significant change in therapy or
hospitalization for worsening disease during the 6 weeks before enroliment, were included as were participants
with known stable infection with human immunodeficiency virus (HIV), hepatitis C virus (HCV), or hepatitis B
virus (HBV).

In the Phase 2/3 portion approximately 44,000 participants 12 years of age and older were randomized equally
and received 2 doses of Pfizer-BioNTech COVID-19 Vaccine or placebo separated by 21 days. Participants are
planned to be followed for up to 24 months, for assessments of safety and efficacy aganst COVID-19.
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The population for the analysis of the primary efficacy endpoint included, 36,621 participants 12 years of age
and older (18,242 in the Pfizer-BioNTech COVID-19 Vaccine group and 18,379 in the placebo group) who did
not have evidence of prior infection with SARS-CoV-2 through 7 days after the second dose. Table 5 presents
the specific demographic characteristics in the studied population.

Table 5: Demographics (population for the primary efficacy endpoint)*

Pfizer-BioNTech
COVID-19 Vaccine Placebo
(N=18.,242) (N=18,379)
n (%) n (%)
Sex
Male 9318 (51.1) 9225 (50.2)
Female 8924 (48.9) 9154 (49.8)
Age (years)
Mean (SD) 50.6 (15.70) 50.4 (15.81)
Median 52.0 52.0
Min, max (12, 89) (12, 91)
Age group
>12 through 15 years 46 (0.3) 42 (0.2)
>16 through 17 years 66 (0.4) 68 (0.4)
>16 through 64 years 14216 (77.9) 14,299 (77.8)
>65 through 74 years 3176 (17.4) 3226 (17.6)
>75 years 804 (4.4) 812 (4.4)
Race
White 15,110 (82.8) 15,301 (83.3)
Black or African American 1617 (8.9) 1617 (8.8)
American Indian or Alaska Native 118 (0.6) 106 (0.6)
Asian 815 (4.5) 810 (4.4)
Native Hawaiian or other Pacific Islander 48 (0.3) 29 (0.2)
Other® 534 (2.9) 516 (2.8)
Ethnicity
Hispanic or Latino 4886 (26.8) 4857 (26.4)
Not Hispanic or Latino 13,253 (72.7) 13,412 (73.0)
Not reported 103 (0.6) 110 (0.6)
Comorbidities®
Yes 8432 (46.2) 8450 (46.0)
No 9810 (53.8) 9929 (54.0)

a. Alleligible randomized participants who receive all vaccination(s) as randomized within the predefined window, have noother
important protocol deviations as determined by the clinician, and have no evidence of SARS-Co V-2 infection priorto 7 days
after Dose 2.

b. Includes multiracialand not reported.

¢. Numberof participants who have 1 ormore comorbidities that increase therisk ofsevere COVID-19 disease
e Chronic lung disease (e.g., emphysema and chronic bronchitis, idiopathic pulmonary fibrosis, and cystic fibrosis) or

moderate to severe asthma
e Significant cardiac disease (e.g., heart failure, coronary artery disease, congenital heartdisease, cardiomyopathies, and
pulmonary hypertension)

Obesity (body mass index> 30 kg/m’)

Diabetes (Type 1, Type 2 or gestational)

Liver disease

Human Immunodeficiency Virus (HIV) infection (not included in the efficacy evaluation)
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Efficacy Against COVID-19

The population in the primary efficacy analysis included all participants 12 years of age and older who had been
enrolled from July 27, 2020, and followed for the development of COVID-19 through November 14, 2020.
Participants 18 to 55 years of age and 56 years of age and older began enrollment from July 27,2020, 16 to

17 years of age began enrollment from September 16, 2020 and 12 to 15 years of age began enrollment from

October 15, 2020.

The vaccine efficacy information is presented in Table 6.

Table 6:

Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Age

Subgroup — Participants Without Evidence ofInfection and Participants With or Without
Evidence of Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

First COVID-19 occurrence from 7 days after Dose 2 in participants without evidence of prior

SARS-CoV-2 infection*

0.508 (3848)

Pfizer-BioNTech Placebo
COVID-19 Vaccine
N*=18,198 N*=18,325
Cases Cases
nl® nl® Vaccine Efficacy %
Subgroup Surveillance Time¢ (n29) | Surveillance Time*¢ (n29) (95% CI)
All subjects® 8 162 95.0 (90.3, 97.6)f
2.214 (17411) 2.222 (17,511)
16 to 64 years 7 143 95.1 (89.6, 98.1)¢
1.706 (13,549) 1.710 (13,618)
65 years and older 1 19 94.7 (66.7, 99.9)2

0.511 (3880)

First COVID-19 occur

rence from 7 days after Dos

e 2 in participants with or without evidence of prior
SARS-CoV-2 infection

Pfizer-BioNTech Placebo
COVID-19 Vaccine
N*=19,965 1=20,172
Cases Cases
nl® nl® Vaccine Efficacy %
Subgroup Surveillance Time® (n2¢) | Surveillance Time* (n2¢) (95% CI)
All subjects® 9 169 94.6 (89.9, 97.3)f
2.332 (18,559) 2.345 (18,708)
16 to 64 years 8 150 94.6 (89.1, 97.7)8
1.802 (14,501) 1.814 (14,627)
65 years and older 1 19 94.7 (66.8, 99.9)2
0.530 (4044) 0.532 (4067)

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-

PCR)and at least 1 symptom

consistentwith COVID-19 (symptoms included: fever; new or increased cough; new or increased shortess ofbreath; chills; new or
increased muscle pain; new loss oftaste or smell; sore throat; diarrhea; vomiting).

*

Participants who had noevidence of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative at Visit | and

SARS-CoV-2 notdetectedby NAAT [nasalswab] at Visits 1 and 2),and hadnegative NA AT (nasal swab) at any unscheduled
visit priorto 7 days after Dose2 were included in the analysis.

I

N = number ofparticipants in the specified group.
nl=Number ofparticipants meeting the endpoint definition.
Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk for the

endpoint. Time period for COVID-19 case accrualis from7 days after Dose 2 to the end ofthesurveillance period.
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o

n2=Number ofparticipants at risk for the endpoint.

No confirmed cases were identified in participants 12to 15 years ofage.

Credible interval for VE was calculated using a beta-binomial model with a beta (0.700102, 1) prior for 8=r(1-VE)/(1+r(1-VE)),
where ris the ratio of surveillance time in the active vaccine group over thatin the placebo group.

g. Confidenceinterval (CI) for vaccine efficacy is derived based on the Clopper and Pearson method adjusted to the surveillance
time.

o

19 HOW SUPPLIED/STORAGE AND HANDLING

Pfizer-BioNTech COVID-19 Vaccine Suspension for Intramuscular Injection, Multiple Dose Vials are supplied
in a carton containing 25 multiple dose vials (NDC 59267-1000-3) or 195 multiple dose vials

(NDC 59267-1000-2).

During storage, minimize exposure to room light, and avoid exposure to direct sunlight and ultraviolet light.

Do not refreeze thawed vials.

Frozen Vials Prior to Use

Cartons of Pfizer-BioNTech COVID-19 Vaccine Multiple Dose Vials arrive in thermal containers with dry ice.
Once recetved, remove the vial cartons immediately from the thermal contamer and store in an ultra-low
temperature freezer between -80°C to -60°C (-112°F to -76°F). Vials must be kept frozen between -80°C

to -60°C (-112°F to -76°F) and protected from light, in the original cartons, until ready to use.

If an ultra-low temperature freezeris not available, the thermal container in which the Pfizer-BioNTech
COVID-19 Vaccine arrives may be used as temporary storage when consistently re-filled to the top of the
container with dry ice. Refer to the re-icing guidelines packed in the original thermal container for instructions
regarding the use of the thermal container for temporary storage. The thermal container maintains a temperature
range of -90°C to -60°C (-130°F to -76°F). Storage within this temperature range 1s not considered an excursion
from the recommended storage condition.

Thawed Vials Before Dilution

Thawed Under Refrigeration

Thaw and then store undiluted vials in the refrigerator [2°C to 8°C (35°F to 46°F)] for up to 5 days (120 hours).
A carton of 25 vials or 195 vials may take up to 2 or 3 hours, respectively, to thaw in the refrigerator, whereas a
fewer number of vials will thaw in less time.

Thawed at Room Temperature
For immediate use, thaw undiluted vials at room temperature [up to 25°C (77°F)] for 30 minutes. Thawed vials

can be handled in room light conditions.

Vials must reach room temperature before dilution.

Undiluted vials may be stored at room temperature for no more than 2 hours.
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Testing Facility Name: Testing Facility ID (COVID-NET use only):

Name of person completing form: Date:

COVID-19-Associated Hospitalization Laboratory Testing Survey — Round 2

Survey Instructions (This survey should take 5 minutes to complete)

e Administer this survey to all labs that serve COVID-NET hospitals.

e The questions in this survey refer to diagnostic testing ordered by healthcare providers for routine clinical
care of hospitalized and emergency department (ED) patients only.

e All questions relate to testing performed on-site within the lab facility unless otherwise specified. If a
COVID-NET hospital lab sends specimens to one or more labs (other than commercial or state public health
labs) for clinical testing, please have each lab complete this survey.

e Do NOT administer this survey to commercial labs or to state public health labs

e Do NOT administer this survey to labs that are not affiliated with COVID-NET hospitals
e Do NOT include information on testing for the purposes of surveillance

¢ Do NOT include information on testing for outpatients

I

Who is the person completing this survey?

(] Lab Staff at Testing Facility [ COVID-NET Staff [ Other, specify

Does your laboratory perform testing for SARS-CoV-2 on-site?

] Yes ] No (if no, go to Q5)

If your laboratory tests for SARS-CoV-2, what date did testing for SARS-COV-2 begin on-site?
Month: Date: ] Year [J Unknown
What test(s) is (are) used for SARS-CoV-2 (Select all that apply)? See following link for updated tests that have

received EUA for SARS-CoV-2 testing: https://www.fda.gov/medical-devices/emergency-situations-medical-
devices/emergency-use-authorizations#tcovid19ivd

Abbott RealTime SARS-CoV-2 assay (Abbott Molecular)

Alinity m SARS-CoV-2 assay (Abbott Molecular Inc.)

Allplex 2019-nCoV Assay (SeeGene, Inc.)

BD SARS-CoV-2Reagents for BD MAX System (Becton, Dickinson & Company)
BioFire COVID-19 Test (BioFire Defense, LLC)

BioGX SARS-CoV-2 Reagents for BD MAX System (Becton, Dickinson & Company)
CDC real-time RT-PCR Assay

Cobas SARS-CoV-2 (Roche Molecular Systems, Inc.)

COVID-19 RT-PCR Test (Laboratory Corporation of America)

ePlex SARS-CoV-2 Test (GenMark Diagnostics, Inc.)

Lyra SARS-CoV-2 Assay (Quidel Corp.)

New York SARS-CoV-2 Real-time Reverse Transcriptase (RT)-PCR Diagnostic Panel (Wadsworth
Center, NYSDOH)

Panther Fusion SARS-CoV-2 (Hologic, Inc.)

PerkinElmer New Coronavirus Nucleic Acid Detection Kit (PerkinElmer, Inc.)
Primerdesign Ltd COVID-19 genesig Real-Time PCR assay (Primerdesign Ltd)
QlAstat-Dx Respiratory SARS-CoV-2 Panel (QIAGEN GmbH)
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[J Quest SARS-CoV-2 rRT-PCR (Quest Diagnostics Infectious Disease, Inc.)
[J RealStar SARS-CoV02 RT-PCR Kits U.S. (altona Diagnostics GmbH)

[] Simplexa COVID-19 Direct (DiaSorin Molecular LLC)

] TagPath COVID-19 Combo Kit (Thermo Fisher Scientific, Inc.)

[0 Xpert Xpress SARS-CoV-2 test (Cepheid)

(] Other, specify:

5. Does your laboratory send specimens, or did they previously send specimens for SARS-CoV-2 testing off-site?
L] Yes, the lab currently sends specimens off-site for SARS-CoV-2 testing (insert start date)
L] The lab previously sent specimens off-site for testing but stopped (insert stop date)

] No (if no, go to Q7)

6. If yes, where does/has your laboratory send specimens for SARS-CoV-2 testing?

[] Hospital Network Central lab (specify lab ID)
[] State or local public health lab

[J Commercial lab, specify:
[J Other, specify:

7. If you do not currently have capability to test for SARS-CoV-2 on-site or off-site, when do you anticipate that
your lab will have the capability to test for SARS-CoV-2 on- or off-site?

Month: Date: O Year [J Unknown

List COVID-NET hospital ID(s)* associated with this laboratory:

*COVID-NET IDs should be the same as FluSurv-NET and RSV-NET IDs. If there are new COVID-NET hospitals that do not
yet have an ID, please contact CDC so that an ID can be assigned. Thank you for taking time to complete this survey!
END OF SURVEY
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Variable / Field Name
labnm_r2
labcomplete_dt_r2
survey r2
survey_oth_r2
labtest r2
labtest_label_r2
labtest_month_r2
labtest_date_r2
labtest_year r2
labtest_stdt_unk_r2
labtesttyp_r2
labtest_oth_r2
labtest offsite _r2
offsite_stdt_r2
offsite_enddt_r2
labtest_offsitenm_r2
labtest_hospnm_r2
labtest_comnm_r2
labtest_othnm_r2
labtest_futurelabel_r2

labtest futuremonth_r2

labtest_futuredt_r2
labtest_futureyear_r2

labtest futuredt unk r2

ignore_formstatus_r2
ignore_svmsg_r2
hosp_tx1_r2
hosp_txoth1 r2
hosp_tx2_r2
hosp_txoth2_r2
hosp_tx3_r2
hosp_txoth3 r2
hosp_tx4_r2
hosp_txoth4_r2
hosp_tx5_r2
hosp_txoth5 r2
hosp_tx6_r2
hosp_txoth6_r2
hosp_tx7_r2
hosp_txoth7 r2
hosp_tx8_r2
hosp_txoth8_r2
hosp_tx9 _r2
hosp_txoth9 r2
hosp_tx10_r2
hosp_txoth10_r2
hosp_tx11_r2
hosp_txoth11_r2
hosp_tx12_r2
hosp_txoth12_r2
hosp_tx13_r2

Form Name
covid19_lab_survey round 2
covid19_lab_survey _round_2
covid19_lab_survey_round_2
covid19_lab_survey_round_2
covid19_lab_survey round 2
covid19_lab_survey _round_2
covid19_lab_survey _round_2
covid19_lab_survey_round_2
covid19_lab_survey round 2
covid19_lab_survey_round_2
covid19_lab_survey_round_2
covid19_lab_survey round_2
covid19_lab_survey round 2
covid19_lab_survey_round_2
covid19_lab_survey_round_2
covid19_lab_survey_round_2
covid19_lab_survey round 2
covid19_lab_survey_round_2
covid19_lab_survey_round_2
covid19_lab_survey_round_2
covid19_lab_survey round 2
covid19_lab_survey_round_2
covid19_lab_survey_round_2
covid19_lab_survey round 2
covid19_lab_survey _round_2
covid19_lab_survey_round_2
hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round_2
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hosp_txoth13_r2
hosp_tx14 r2
hosp_txoth14_r2
hosp_tx15_r2
hosp_txoth15_r2
ignore_formstatus2_r2
ignore_end_r2

hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round_2
hospital_ids_round 2
hospital_ids_round_2
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Section Header
<p style="padding-left: 30px;">Instructions <span style="font-weight: normal;">(This survey should take 5 minutes "

This section should be completed by the COVID-NET Surveillance Officer.Please list COVID-NET hospital ID(s) as
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Field Type
text

text

radio

text
yesno
descriptive
dropdown
dropdown
dropdown
checkbox
checkbox
text

radio

text

text
checkbox
text

text

text
descriptive
dropdown
dropdown
dropdown
checkbox
descriptive
descriptive
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
text
dropdown
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Field Label

Testing Facility Name

Date of Survey Completion

1. Who is the person completing this survey?

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify: </div></div>
2. Does your laboratory perform testing for SARS-CoV-2 on-site?

3. What date did testing for SARS-CQOV-2 begin on-site?

<div style="padding-left:3em;'><div style="padding-left:3em;'>Month: </div></div>
<div style='padding-left:3em;'><div style="padding-left:3em;'>Date: </div></div>
<div style='padding-left:3em;'><div style='padding-left:3em;'>Year: </div></div>

4. What test(s) is (are) used for SARS-CoV-2 (Select all that apply)?

<div style='padding-left:3em;'><div style='"padding-left:3em;'>Specify Other Test: </div></div>

5. Does your laboratory send specimens, or did they previously send specimens for SARS-CoV-2 testing off-site?
<div style="padding-left:3em;'><div style='padding-left:3em;'>Specify Start Date: </div></div>

<div style="padding-left:3em;'><div style='padding-left:3em;'>Specify End Date: </div></div>

6. Where does/has your laboratory send/sent specimens for SARS-CoV-2 testing?

<div style='padding-left:3em;'><div style='padding-left:3em;'>Specify Hospital Network Central Lab ID: </div></div:
<div style='padding-left:3em;'><div style='padding-left:3em;'>Specify Commercial Lab: </div></div>

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify Other Lab: </div></div>

7. If you do not currently have capability to test for SARS-CoV-2 on-site or off-site, when do you anticipate that you
<div style="padding-left:3em;'><div style='padding-left:3em;'>Month: </div></div>

<div style='padding-left:3em;'><div style='padding-left:3em;'>Date: </div></div>

<div style="padding-left:3em;'><div style="padding-left:3em;'>Year: </div></div>

<div class="gray" style="text-align:left;"><h5 style="text-align:left;"><b><u>FORM STATUS INSTRUCTIONS</b><
<div class="gray" style="text-align:center;"><h5 style="text-align:center;"><u><b>You must continue to the Hospit¢
Hospital ID 1:

<div style='padding-left:3em;'><div style='padding-left:3em;'>Specify Other COVID-NET hospital |D:</div></div>
Hospital ID 2:

<div style="padding-left:3em;'><div style="padding-left:3em;">Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 3:

<div style='padding-left:3em;'><div style='padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 4:

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify Other COVID-NET hospital I1D:</div></div>
Hospital ID 5:

<div style='padding-left:3em;'><div style="padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 6:

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify Other COVID-NET hospital I1D:</div></div>
Hospital ID 7:

<div style='padding-left:3em;'><div style='padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 8:

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 9:

<div style="padding-left:3em;'><div style='padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 10:

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 11:

<div style="padding-left:3em;'><div style='padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 12:

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 13:
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<div style='padding-left:3em;'><div style="padding-left:3em;">Specify Other COVID-NET hospital ID:</div></div>
Hospital ID 14

<div style="padding-left:3em;"><div style="padding-left:3em;'>Specify Other COVID-NET hospital I1D:</div></div>
Hospital ID 15:

<div style="padding-left:3em;'><div style="padding-left:3em;'>Specify Other COVID-NET hospital ID:</div></div>
<div class="gray" style="text-align:left;"><h5 style="text-align:left;"><b><u>FORM STATUS INSTRUCTIONS</b><
<div class="green"><h4 style="text-align:center;">End of survey. Thank you for participating in this survey!
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Choices, Calculations, OR Slider Labels

1, Lab staff at testing facility | 2, COVID-NET staff | 3, Other, specify:

1, 01- January | 2, 02- February | 3, 03- March | 4, 04- April | 5, 05- May | 6, 06- June | 7, 07- July | 8, 08- August |
1,112,2|3,3]|4,4]5,5|16,6|7,7]8,8]19,9]10,10]11,11]12,12|13,13|14,14|15,15]|16, 16|17, 17
1, 2020 | 2, 2021

1, Unknown start date for SARS-COV-2 testing

1, Abbott RealTime SARS-CoV-2 assay (Abbott Molecular) | 2, Alinity m SARS-CoV-2 assay (Abbott Molecular Inc
1, Yes, the lab currently sends specimens off-site for SARS-CoV-2 testing (specify start date) | 2, The lab previous
4, Hospital Network Central lab, specify lab ID: | 1, State or public health lab | 2, Commercial lab, specify: | 3, Othe

=

ir lab will have the capability to test for SARS-CoV-2 on- or off-site?

1, 01- January | 2, 02- February | 3, 03- March | 4, 04- April | 5, 05- May | 6, 06- June | 7, 07- July | 8, 08- August |
1,112,2|3,3|4,4]15,5|6,6|7,718,8]9,9(10,10]11,1112,12]13,13|14,14|15,15|16,16|17,17
1, 2020 | 2, 2021

1, Unknown anticipated start date for SARS-CoV-2 testing

z/u><font color="red">If the Lab Survey is not yet complete, select <u>Incomplete</u> below. This is the default.</f
al ID form to list all Hospital IDs associated with this testing facility.</b></u><br/><br/>To continue to the Hospital I
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705|710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 711
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 711
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 711
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705|710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71
177,177 | 187, 187 | 259, 259 | 393, 393 | 401,401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705|710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 711
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705|710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705|710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 711
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71!

177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71
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177, 177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71!
177,177 | 187, 187 | 259, 259 | 393, 393 | 401, 401 | 705, 705 | 710, 710 | 711, 711 | 712, 712 | 713, 713 | 716, 71

sJu><font color="red">If the Lab Survey is not yet complete, select <u>Incomplete</u> below. This is the default.</f
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Field Note Text Validation Type OR Show Slider Number Text Validation Min  Text Validation Max

date_mdy

9, 09- September | 10, 10- October | 11, 11- November | 12, 12- December
| 18,18 19,19]20,20| 21,21 |22,22|23,23|24,24|25,25| 26, 26 | 27, 27 | 28, 28 | 29, 29 | 30, 3(
i) | 3, Allplex 2019-nCoV Assay (SeeGene, Inc.) | 4, BD SARS-CoV-2Reagents for BD MAX System (Bec
ly sent specimens off-site for SARS-CoV-2 testing (specify stop date) | 0, No

date_mdy

date_mdy
T, specify:

9, 09- September | 10, 10- October | 11, 11- November | 12, 12- December
| 18,18]19,19]20,20|21,21|22,22|23,23|24,24|25,25|26, 26| 27,27 |28, 28|29, 29| 30, 3(

‘ont><font color="green">If the Lab Survey is complete, select <u>Complete</u> below.</font>

J Form, press the <b><u>Save & Go To Next Form</u></b> button, as shown below. The Hospital ID Fo
6718, 718|720, 720|726, 726 | 727,727 | 731,731 | 732,732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
6718, 718 |720,720| 726,726 | 727,727 | 731,731 (732,732 | 737,737 | 738, 738 | 740, 740 | 742, 7
6718, 718|720, 720 | 726, 726 | 727, 727 | 731,731 | 732,732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
6|718,718|720,720| 726,726 | 727,727 | 731,731 732,732 | 737,737 | 738, 738 | 740, 740 | 742, 7
6718, 718|720, 720 | 726, 726 | 727,727 | 731,731 | 732,732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
6718, 718 |720,720| 726,726 | 727,727 | 731,731 |732,732 | 737,737 | 738, 738 | 740,740 | 742, 7
6718, 718|720, 720 | 726, 726 | 727,727 | 731,731 | 732,732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
6|718,718|720,720| 726,726 | 727,727 | 731,731 732,732 | 737,737 | 738, 738 | 740, 740 | 742, 7
6718, 718|720, 720 | 726, 726 | 727,727 | 731,731 | 732,732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
6718, 718 | 720,720 | 726, 726 | 727, 727 | 731,731 | 732,732 | 737,737 | 738, 738 | 740, 740 | 742, 7
6718, 718|720, 720 | 726, 726 | 727,727 | 731,731 | 732,732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
6718, 718 | 720,720 | 726,726 | 727,727 | 731,731 |732,732 | 737,737 | 738, 738 | 740, 740 | 742, 7

6718, 718 | 720, 720 | 726, 726 | 727, 727 | 731, 731 | 732, 732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
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6718, 718 | 720, 720 | 726, 726 | 727, 727 | 731, 731 | 732, 732 | 737, 737 | 738, 738 | 740, 740 | 742, 7
6718, 718 | 720, 720 | 726, 726 | 727, 727 | 731, 731 | 732, 732 | 737, 737 | 738, 738 | 740, 740 | 742, 7

ont><font color="green">If the Lab Survey is complete, select <u>Complete</u> below.</font>
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Identifier?

7|31, 31

ston, Dickins

7|31, 31

rm can also
42 | 749, 74

'42 | 749, 7¢
'42 | 749, 7¢
42 | 749, 74
'42 | 749, 7¢
'42 | 749, 7¢
'42 | 749, 7¢
42 | 749, 7¢
'42 | 749, 7¢
'42 | 749, 7¢
142 | 749, 7¢
42 | 749, 7¢

'42 | 749, 7¢
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Branching Logic (Show field only if...)

[survey r2] ='3'

[labtest_r2]="1'

[labtest_r2] ="1'

[labtest_r2] ='1'

[labtest r2]="1"

[labtest_r2]="1" and [labtest_month_r2]=" and [labtest_date _r2]=" and [labtest_year_r2]="
[labtest_r2] ='1'

[labtesttyp_r2(14)] = '1' and [labtest_r2]="1'

[labtest_offsite_r2]="1"

[labtest_offsite_r2]="2"

[labtest_offsite_r2] ='1' or [labtest_offsite_r2] = '2'

[labtest offsitenm_r2(4)] = '1"' and [labtest_offsite_r2] <>'3' and [labtest_offsite_r2] <>"
[labtest_offsitenm_r2(2)] = '1" and [labtest_offsite_r2] <> '3' and [labtest_offsite_r2] <>"
[labtest_offsitenm_r2(3)] = '1' and [labtest_offsite_r2] <> '3' and [labtest_offsite_r2] <>"
[labtest_r2]="0'

[labtest offsite r2] ='3' or [labtest r2]='0’

[labtest_offsite_r2] ='3" or [labtest_r2]='0"

[labtest_offsite_r2] ='3' or [labtest_r2]="0'

[labtest futuredt r2] =" and [labtest futuremonth r2] =" and [labtest futureyear r2] =" and [labtest _r2]="0"

1 be found under the "Data Collection Instruments" section in the left hand navigation menu.
49| 759, 759 | 766, 766 | 767, 767 | 849, 849 | 851, 851 | 855, 855 | 2057, 2057 | 8888, 8888 | 9063, 9063 | 0240
[hosp_tx1 r2] = 'Other’
[hosp_tx1_r2] <="'
[hosp_tx2_r2] = 'Other'
[hosp_tx2 r2] <>"''
[hosp_tx3 r2] = 'Other’
[hosp_tx3_r2] <>"'
[hosp_tx4 r2] = 'Other'
[hosp_tx4 r2] <>"''
[hosp_tx5 r2] = 'Other’
[hosp_tx5_r2] <>"'
[hosp_tx6_r2] = 'Other'
[hosp_tx6_r2] <>"'
[hosp_tx7 r2] = 'Other’
[hosp_ix7_r2] <>"'
[hosp_tx8_r2] = 'Other'
[hosp_tx8 r2] <>"'
[hosp_tx9 r2] = 'Other’
[hosp_tx9 r2] <>"'
[hosp_tx10_r2] = 'Other'
[hosp_tx10_r2] <>"'
[hosp_tx11_r2] = 'Other’
[hosp_tx11_r2] <>""
[hosp_tx12_r2] = 'Other'
[hosp_tx12_r2] <>"'
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Required Field? Custom Alignment Question Number (surveys only) Matrix Group Name Matrix Ranking?

RH

)3, 02403 | 13323, 13323 | 00301, 00301 | 00302, 00302 | 00303, 00303 | 00304, 00304 | 02603, 02603 | 02604, C
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Field Annotation

@DEFAULT="99'
@DEFAULT="99'
@DEFAULT="99'
@DEFAULT="99'
@DEFAULT="99'
@DEFAULT="99'
@DEFAULT="99'
@DEFAULT="99'
@DEFAULT="99'
@DEFAULT='99'
@DEFAULT="99'
@DEFAULT='99'

@DEFAULT="99'
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From: Fischer, Marc (CDC/DDID/NCEZID/DPEI)

Sent: Mon, 7 Jun 2021 17:02:17 +0000

To: Prabhu Gounder

Cc: CDC IMS 2019 NCOV Response EPI TF Vaccine Breakthrough Team;Nolen, Leisha
(CDC/DDID/NCEZID/DPEI)

Subject: RE: vaccine breakthrough cases

Prabhu.

Appreciate the effort and flexibility. It would be great to receive those data from LA County but,
as you know, gets complicated when we receive information from additional entities below the
state level.

Think receiving data from LA County would require three conditions: 1) CDPH agrees to LA
County reporting directly to the CDC national database; 2) LA County and CDPH ensure there is
de-duplication of cases that may be reported form the two entities; LA County stops direct
reporting to CDC once CDPH begins report vaccine history with their COVID case data reported
to NNDSS.

My understanding is these discussions have been going on for a while. If you still want to
pursue, let me know if you have had further discussions and clarifications with CDPH.

Best wishes,
Marc

Marc Fischer, MD, MPH

Lead, Vaccine Breakthrough Case Investigation Team
COVID-19 Epi Taskforce

Centers for Disease Control and Prevention

907 201 5223

mfischer@cdc.gov

From: Prabhu Gounder <PGounder@ph.lacounty.gov>

Sent: Sunday, June 6, 2021 12:27 PM

To: Fischer, Marc (CDC/DDID/NCEZID/DPEI) <mxf2@cdc.gov>

Cc: CDC IMS 2019 NCOV Response EPI TF Vaccine Breakthrough Team <eocevent531@cdc.gov>; Nolen,
Leisha (CDC/DDID/NCEZID/DPEI) <xdf8@cdc.gov>

Subject: RE: vaccine breakthrough cases

Hi Marc
Thanks for the clarification. We initially heard about this project as a call for breakthrough cases through

one of the ELC projects. We thought we had good quality data and were willing to support the project
because we thought it was important to understand who was not adequately protected by the current
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