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Birth Control (BC1)
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Additional Selection Options for BC1
fNo roason
Vasectom
Biatera orchictomy
otner
Wethod of b  h control 1
6 Invauterine device, hormonal
7 nrautoine device, nonhormonal
& Barer method plus spermicice
9. Baror mothod (aone)
10 - Sperm c de (a one)
1 Same-sex relatonship
2. Monogamous e alonshp with vasectomized partner
13- Abstence
99 - Other
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Concomitant Medication (CMD)
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Additional Selection Options for CMD

CM Number (key field)
1
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Consent Agreement (CS1)
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Demographics (DEM)

We Ve 00 0g0c2t
sex Owaie O emao

B haate ddhyyyy)

Emnciy

ndcaeNoo s o cach ace sodbeow esmaybe chocked o mos hanone ace asubec ouses o den yhso he ace checkNo 0a op ons

Ame can ndian o Aaskan Na ive Do O o
Asan Ono O o
Nave Hawaiano othe  aci ¢ slande Ono O o
Blacko A ican Ame ican One O e
White Uno U s
Upon savng o sc cen ‘Race'wbe popua ed based on he subec’s esponse o he ndvdua ace ques ans above
Race ORKNGWIY &
M

U1 E
AMERICAN INDIAN OR A ASKANA IVE.

I
NAIVE HAWAI ANOR O HER ACI ICIS ANDER
*Addtonal Optons isted Below

FDA-CBER-2022-1614-3223492



Additional Selection Options for DEM

Race
BLACK
WHITE
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Sty status

Daeo potocol compe on te mina ion
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Additional Selection Options for DS1

If early term nation ndicate reason
Withdrawal by invest ga or, specfy

COV D-19 pandem c, specfy

Termina fon of s te by sponsor

Termina ion of study by sponsor

Death, specfy AE #

Enrolled but treatment not administe ed, specify

Pregnancy

Not el gible at enroliment, spec fy and enter el gibi ity crterion #

Became ineligib @ after enrollment, specify and enter e igib Ity citerion #
Soicted event, specfy

Othe , specify

AE number
6

Criterion number
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Discontinuation of Treatment (DS2)
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Additional Selection Options for DS2

Reason for discontinuation
Withdrawal by invest ga or, speciy

COV D-19 pandem c, specfy

Termina fon of s te by sponsor

Termina ion of study by sponsor

Death, specfy AE #

Technical prob ems, specfy

Pregnancy

Not el gible at enroliment, spec fy and enter el gibi ity crterion #

Became ineligib @ after enrollment, specify and enter e igib Ity citerion #
Soicted event, specfy

Othe , specify

AE number
6

Criterion number
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NSS Protocol Deviation (DV2)
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Additional Selection Options for DV2

Dev ation Number (key fie d)

Protocol deviation
Study product temperature excurs on
Specimen temperature excurs on
Other

Reason for protocol deviation
Other
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Protocol Deviation (DVD)
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Additional Selection Options for DVD

Dev ation Number (key fie d)

50
Protocol deviation

ICF not signed prior to study procedures
Mssed treatment administration
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Too fow aiquo s obtained

Specimen result not obtained

Required procedure not conduc ed
Required procedure done incorrecly.
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Registration Confirmation (ERC)

Wo Ve 0 22Nov ¢
eme A
Ass gnment |
Registaon date
Registaion time.
Registo ed by

FDA-CBER-2022-1614-3223502 17



% Advantage Advantage eClinical

& - (Ssitecode)

Subect D
Enomentdae
otocol ve s on en oled unde:

Doas o subect meet alalgbilty 1o ia s spaci od nthe cu entve s © the p o acol?
hosubec doesno moe a 0 gb yc o a spec ywhehe o ahaveno boonme.
ot met

© ta on notmet 2

G te on not met 3

© te on notmet 4

20003A (ENR)

admiyyyy)

ointaiono

o sudyvists
e col ecton o vanous bood e p 0 ocol

Mae o non-p egnant emale 8yea s 0 ageo g eate nclusie at ime o en olment
Mao o non-p ognant omale 8 055 yoa 5.0 age nclusie al tme o on olment
“Add tonal Optons_isted Below,

o sugyvists
Ag e0s o the col et on o venous bood pe p 0 0G0l

Mae o nonp egnant emale 8yea s o ageo g cate nclusive at ime o en olment

Mae o non-p egnant emale 8 055 yea 50 age nclusive al ime o on olment

“Add tonal Optons _isted Balow,

ointaiono

o sugyvists
\Ag ses athe colecton o venous blood pe.p 0 ocal
Mae o non-p egnant emale 8 yea s o ageo g cate nclusie at ime o en olment
Mae o nonp egnant omale 8 055 yea s.0 age nclusie at tme o en olment
4 Belo

udes wten 1 med consent p oo /nita lon o any siudy p ocedu es

Ag eos o the col cton o venous bood pe p 0 0col
Ma© o non-p egnant emale 8yea 50 age o g eate nclusie al ime o on olment
Mas o non-p egnant emale 8 055 yea 5.0 age nclusive al tme o on oliment
“Add 1onal Optons isted Balow

© sudyvists. c

FDA-CBER-2022-1614-3223503

202 20May2(

18



Additional Selection Options for ENR

Criterion not met 1
Body Mass Index 18-35 kg/m2 inclusive, at screening.

BII: 18-35 kgim2 inclusive or < 56 years of age; 18-30 kg/m2 inclusive for >= 56 years of age
Women of chi dbearing po en ial must agree to use at least one form of contraception.

Women of chi dbearing po en ial must have a negative pregnancy est pror o vaccina ion

Male sub ive for ot
Male subjec s agree to refrain from sperm donat on until 3 months a ter ast study vaceination.
Male o refrain from sperm afer

In good health
Oal empe ature s ess than 100 OF (37.8C).
Puse no greater than 100 beats per minute
‘Systolic b ood pressure s w thin the protocol eligbilty crter a
Systolic BP s 85 o 150 mm Hg, inclusive
Screening laboratory evaluations are within acceptab e normal ranges
Must ag ee to have samp es s ored for secondary resea ch
to adhere to Li esty e
“The subject must agree to refrain from donating blood or p asma during the study
Positive pregnancy test either at screening or just pror 0 each vaccine administra fon
Fema e subject who s breast eeding from the time of st vac through 60 days of last vaccinaton

fas any par cip
Presence of self-repor ed or medically documented med cal or psych atr ¢ condi ion
Has an acute i Iness within 72 hours pror o each vaccina ion.
Has a positive test or hep B, hep C or HIV an ibod os at screening

in anolt 9
c in pans to participate in trial
Has prev ously particpated in an investigat onal study involving LNPs.
Has a history of hypersensitivity or severe al ergic reacton to any prev ous vaceines.
Chronic use of any med cations that may be assoc ated wth impaired immune responsiveness
Antcipa ing the
Received orbood the ast months.
Has any blood dyscrasias or s gn ficant disorder of coagulation.
Has any chron ¢ iver disease, including fatty iver.

product

Has a history of a cool ab fonal drug
Has a positive test result for drugs of abuse at screening or be ore first vaccination,
Has any abnormalty or body art that wou d interfere with the abi ty to obse vse ocal reactions.
P X weeks be ore or
Plans to receive a | censed, inactivated vaccine within 2 weeks before or af er each vaccination.
Receipt of any other 2019-nCoV or other experimental coronavirus vaccine at any time
Receipt of any other SARS-CoV-2 or other experimen al co onavirus vaccine at any time.
one known 2weeks ol
Close contact of anyone known 1o have SARS-CoV-2 infect on w thin 30 days prior to registraton.
History of COVID-19 diagnosis
On current treatment w th investigat onal agents for prophylax s of COVID 19
Has trave ed to China wthin 30 days before the irst vaccinat on.
Current use of any medicat ons within 7 days prior to vaccinat on.
“The subject must agree to refrain from donating blood or p asma during the study.
Plan to travel outside the US through 28 days a ter the 2nd vaccinat on.
Reside in a nursing home or other skil ed nursing facilty or have a requi ement for nursing care.
Non-ambu ator
For subjects >= fage, prior year.
For subjects >=56 years of age, current smoking or vaping.
For subjects >=56 years of age, currently working with h gh risk of exposure to SARS-CoV-2
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Local Laboratory Results (LLR)
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Additional Selection Options for LLR

1fNo reason not done
Other

Hemoglobin units
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Medical History (MHD)
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Additional Selection Options for MHD

Form number (key fie d)
1
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Physical Exam (PE1)
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Additional Selection Options for PE1

1fNo reason not done
Other

Body system 1

HNT - HEENT

LYM - Lymph nodes
MSC - Muscu oskele al
NEC - Neck

NRL - Neurological
PLM - Pulmonary chest
SKN - Skin

Ifyes AE number 1

Ifyes so icited AE 1
Faigue
Myagia
Arthralgia
Nausea
Fever

Chils

wac

Hemog obin
Plate ets

AT

AST

ALP

Bilrubin (to al)
Crea inine.

PT

PTT
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Additional Selection Options for VD1

1fNo specify reason
Temporarily out of area
Subject orgot

Site dec's on error
COV D-19 pandemc
Other

1fNo specify reason
Investigator dec's on
Other

1t No reason not done
Other

Criterion not met 1

No use of blood thinners, aspirin, NSAIDs, atleast 5 days be ore the leukaphereris procedure

Enroliment in cohorts 2, 3, 5 or 6 and compla ed the 2-dose vaccina ion series
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Additional Selection Options for VS1

1fNo reason not done
Other
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Additional Selection Options for XPD

ype of substance 1
Benzodiazepines.
Cocaine.

Codeine
Dextromethorphan (DXM)
Fentanyl and ana ogs
Flunitrazepam

Hashish

Heroin
Hydrocodone Bitartrate Hydromorphone
Inhalants

K2/Spice (synthet ¢ mar juana)
Ketamine

Marjuana

M
Meperidine

Methylphenidate
Morphine

Opium
Oxycodone HCL

Propoxyphene
Pslocybin

Salvia divinorum
Sieop medicat ons.
Tovacco

‘Substance route 1
Subeutaneous

Substance unit 1
Gam
Joint
Lier
Milgram
Ounce
Pack
Standard drink
Substance frequency 1
Every 2 months
1 ime per week
2 imes per week
3 imes per week
imes per week
5 imes per week
6 imes per week
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Additional Selection Options for ZAE

AE Number (key fie d)

What action was taken with he study treatment?
NA-Notapplcabe.
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Advantage Advantage eClinical

Laboratory Reference Ranges (ZLR)
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Additional Selection Options for ZLR

Parameter (key f eld)
Hemog obin

Alanine Aminotransferase
Aspartate Aminotransferase
Crea inine

SGFR

Blood U ea N trogen
Potassium

Magnesium

Total Bi irubin

Wh te Biood Cells

Plate ets

Alkaline Phospha ase

Prothrombin Time
Partal Thromboplastin Time
Hematocrt

Units 01

mmolL

101

uiL

seconds

%
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% Advantage Advantage eClinical o - (Ssitecode)

Solicited Local Events (ZRL)
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Additional Selection Options for ZRL

Dose Number (key field)
1

2
3
5
6
7
8
9
1

Period Number (key fie d)
1

2
3
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Additional Selection Options for ZRS

Dose Number (key field)
1

2
3
5
6
7
8
9
1

Period Number (key fie d)
1

2
3
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Additional Selection Options for ZSA

Dose Number (key field)
1

2
3

5
6
7
8
9
1

Period Number (key fie d)
1

2

3

5
6
7
8
9
1

E or med cal history 1

[PNS

Medical History.
Other
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Additional Selection Options for ZVR

Asthralgia AE or MH

50
Medical History.
Other
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