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Advantage Advantage eClinical 8 - (Ssitecode)

Birth Control (BC1)

Web Version 10 2000 Mar2(

Sogment A
s the subject afema e of ch dbearing po en ial or a ertle male? Bro Oves
1fNo, reason:
Postmenopausal for = 1 year
Tusal gation
Biatera oophorectomy
Hystoreciomy
Essure
*Add tional Optons L s ed Be ow ~
IfOthe ,specity:
1fNo, date of LU, surgery,or diagnos s: 5
Exact date
Day only unknown
Day and month unknown
[ ] iy Dy, month, and year unknown =
Method of Birth Control Code fOther Spec fy Start Date Start Date Certa nty End Date End Date Certainty Ongoing
Me hod 1 B I | (aomuassyyyy) - (M) 4 ©
(required) 1- Oral contraceptives Exact date Exact date
2 iormonal nec ons Day only unknown ay only unknown
3. Homonal implants Day and month unknown Day and month unknown
Contraceptve patches Day, month, and year unknown + Day, month, and year unknown +
“NuvaRing
“Adci fonal Optons Listed Bolow ~
Me hod 2 - I | (aonnansyyyy) (dammtyyyy) 5]
- Oralcontraceptives
n
3 Homonal implants o nknown unknown
~Contracepive patches Day, monih, and year unknown Day. month, and year unknown
5 NuvaRing
*Addional Opt ons Listed Below =
New Method - (admav (damam [E)
(fchange n method) 1 - Oral contraceptives ‘ ‘ ‘ L ) Exact date b v Exact date
2. Homonal njec ions Day only unknown Day only unknown
3 Homonal implants Day and month unknown Day and month unknown
~Contraceptive patches Day, month, and year unknown Day. month, and year unknown
5 - NuvaRing
*Addional Optons Listed Below =
New Method 2 I | (aonnansyyyy) - (cammmyyyy) NI
(fchange n method) 1 - Oral contraceptives Exact date Exact date
12 - Hormonal injec ions. Day only unknown Day only unknown
3. Homonal impiants Day and month unknown Day and month unknown
~ Contraceptive patches 2y, month, and year unknown ~ Day, month, and year unknown +
5 NuvaRing
*Addional Opt ons Listed Below ~
New Mothod - (daMMMyyy) - (ddMMMyyyy) - =]
(fchange n method) 1 - Oral contraceptives. ‘ ‘ ‘ d Exact date o Exact date
2 iomonal nec ons Day only unknown ay only unknown
3 Homonal implants Day and month unknown Day and month unknown
~Contracaptve patches Day, monih, and year unknown ~ Day, month, and year unknown +
5 NuvaRing
“Adci ional Optons Listed Below =
New Method - (MMM (ddMMM) [=]
(fchange n method) 1- Oral contraceptives ‘ ‘ ‘ L ) i v Exact date
“Hommoral njc fons
3 Homonal implants
~Contraceptive patches Day, month, and year unknown Day. month, and year unknown
~NuvaRing
*Addional Op ons Listed Below =

FDA-CBER-2022-1614-3224781



Additional Selection Op ions for BC1
If No reason:
Vasectomy
Bilateral orchiectomy
Other
Method of birth control 1
6 - Intrauterine device, hormonal
7 - Intrauterine device, norvhormonal
8 - Barrier method plus spermicide
9 - Barrier method (alone)
10 - Spermicide (a one)
11 - Same-sex re a ionship
12 - Monogamous rela onship wi hvassctomized partner
13 - Abstinence
99 - Other

FDA-CBER-2022-1614-3224782
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Advantage Advantage eClinical

Sogment A
CM Number

Medica ion
Start date:

End date:

Indicaton,
Was this medicat on taken for an Adverse Event?

Yes, unsol cted AE:

Was this medicat on taken for a conditon | ed on the Medical History?
Yes, MH term:

Concomitant Medication (CMD)

Exact

(doMMMyyyy)  (Day. month, and year unknown ~.

Exact date

(ddMMyyyy)  |Day, month, and year unknown +

O ongaing

ONo [ Yes, solicied AE_ [ Yes, unsol cted AE
1 =

2

3

5
“Add tional Op ions L sted Below

ONo D ves

“Add tional Op ions L sted Below

(indicate prmary MH on y)

FDA-CBER-2022-1614-3224783
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Web Version 10 201: 01May2(



Additional Selection Op ions for CMD

CM Number (key field):

Som~Noa

FDA-CBER-2022-1614-3224784
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Advantage Advantage eClinical

Consent Agreement (CS1)
Web Version 10 202 10Jul2(

Sogment A
Date informed consent s gned: (ddMMMyyyy)
freconsented, date of reconsent: (domMMyyyy)
Comments:
4

FDA-CBER-2022-1614-3224785
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Advantage Advantage eClinical

Demographics (DEM)
Web Version 10 1,00; 09020

Sex: Omae O Female
Birth date: (daMMMyyyy)
Ethniciy:
H spanic or La ino.
Not H span c or La ino.
Not reported
Unknown
Indicate No or Yes for sach Yes 2
American Indian or A askan Native: CONo Dves
Asan ONo Dves
Native Hawaiian or other Pac fic Islander. ONo D ves
Black or African Amer can: ENo Dves
Whte: ONo Hyes
Jpor screen, Race
Race: UNKNOWN N
MULTIPLE

AMERICAN INDIAN OR ALASKA NATIVE
ASIAN

NATIVE HAWA IAN OR OTHER PAC FIC ISLANDER
*Add tional Op ions L sted Below.

FDA-CBER-2022-1614-3224786



Additional Selection Op ions for DEM

Race:
BLACK
WHITE

FDA-CBER-2022-1614-3224787
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Advantage Advantage eClinical

Sogment A

Study status:

Date of protocol comp eton termina ion:
Fearly eminaton, ind cate reason:

freason requires spoci icat on:
AE number:

DV number:

Eligbi ty cr erion:
Crterion number:

Study Status (DS1)

Protocol comp eted
Early termination_ ~

(daMMMyyyy)

Lost to fol ow-uy
Protocol deviation, specify DV #

"Add tional Op ions L sted Below

‘Serious adverse event (other than death), specify AE #
Adverse even, other than serious adverse event, specify AE #

Voluntary withdrawal by subject, specify

1
2
3

s
"Add tional Op ions L sted Below

1
2
3

5
“Add tional Op ions L sted Below

Dinclusion [ Exclusion
1

2
3

s
“Add tional Op ions L sted Below

FDA-CBER-2022-1614-3224788

@ - ($sitecode)

Web Version 10

01; 27Apr20



Additional Selection Op ions for DS1

I early termination indicate reason:

Wi hdrawal by investigator, specify

COVID-19 pandem c, specfy

Termina ion of site by sponsor

Termina ion of study by sponsor

Death, specify AE #

Enrol ed but treatment not adminis ered, spec fy

Pregnancy

Not el gib & at enrollment, specfy and enter eligibi ity criter on #
Became ineligible after enroliment, spec fy and enter eligibilty criterion #
Sol cited event, specify

Other, specfy

AE number:

Criterion number:
6

7
3

9

10
1
12
13
1

15
16
17
18

FDA-CBER-2022-1614-3224789 10
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Advantage Advantage eClinical

@ - ($sitecode)

Discontinuation of Treatment (DS2)
Web Version 10 1,01 27Apr2(
Sogment A

Date treatment discontinued: (domMMyyyy)

Reason for d scontinuat on

‘Serious adverse event (other than death), specify AE #
rse event, other than serious adverse event, specily AE #

Lostto fol ow-up

Protocol deviation, specify DV #

Voluntary withdrawal by subject, specify

“Add tional Op ions L sted Below >
freason requires spoci icat on:
AE number: z
1
2
3
5
"Add tional Op ions L sted Below ~.
DV number:

1
2
3

5
“Add tional Op fons L sted Below ~.

Eligibilty cr terion: Dinclusion [ Exclusion

Crterion number:
1
2
3

5
“Add tional Op fons L sted Below ~.

Wil the subject remain n the study or folow-up? One Dves
11No, submta Stuy Status form.

FDA-CBER-2022-1614-3224790 11



Additional Selection Op ions for DS2

Reason for discontinuatio
Wi hdrawal by investigator, specify

COVID-19 pandem c, specfy

Termina ion of site by sponsor

Termina ion of study by sponsor

Death, specify AE #

Techn cal problems, spec fy

Pregnancy

Not el gib & at enrollment, specfy and enter eligibi ity criter on #

Became ineligible after enroliment, specfy and enter eligibilty criterion #
Sol cited event, specify

Other, specfy

AE number:

Criterion number:
6

7
]

9

10
1
12
13
1

15
16
17
18

FDA-CBER-2022-1614-3224791 12
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Advantage Advantage eClinical

@ - ($sitecode)

NSS Protocol Deviation (DV2)
Web Version 10 3.03; 27Apr2(
faton Number

Prolocol deviation:
Out of window v st

Incorrect vers on of ICF signed
'Specimen result not obtained

“Add tional Op ions L sted Below  ~

7Other, specify:
Specimen type:
Result type:

Descripton:
Affected vsit number

Start date: (doMMyyyy)
End date: (domMMyyyy)

Reason for p otocol deviation

Cincemor
Pharmacy er or
Laboratory error
Investigator/study decision
V D-18 pandemic
"Add tional Op ions L sted Below ~.

1Other, specify:

the dev aton resu in subject termina ion of study o low-up? Oro Dves
If Yos, submt the Study Sta us form.
Does the deviation af ect, or cou d i poten aly a fect, product stab I ty?
Deva on category:

Ono Cves Dna

E g Ity enroliment
reatment admin st aton schedule

Fol ow-up visit schedule

Protocol procedurelassessment

Treatment admin st aton -
5 ths deviation an Unant cipa ed Problem ? ONo U ves
Dscribe s ops taken to resolve or avoid recurrance of the deviation: [
Does this devia on meet R reporting requirements? ONo Dlves
fYes, date IRB notfed (damMyyyy)

o ]

FDA-CBER-2022-1614-3224792 13



Additional Selection Op ions for DV2

Deviation Number (ey field):

50
Protocol deviation:

Study product temperature excursion
Specimen temperature excursion
Other

Reason for protocol deviation:
Other

FDA-CBER-2022-1614-3224793 14
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Advantage Advantage eClinical 8 - (§sitecode)

Protocol Deviation (DVD)

Web Version 10 3.02: 27Apr2(

Sogment A
Deviation Number

Protocol deviation:

Outof window v st
Missed v s tisit ot conducted
D d not meet inclusion crierion

Incorrect vers on of ICF signed
"Add tional Op ions L sted Below ~.

1 Other, specify:
Incuson rtoron: 3

Excuson cteron

Spocimentpe: ]
Numbor o al quots btanet O Jm

Rosultiypo: |
Descrpton: ]

Affocted visit number: |
Start date: (doMMMyyyy)

Reason for p otocol deviation

‘Subject lness.

‘Subject refusal
Cincermor

er or
“Add tional Op ions L sted Below ~.

7Other, specify:
Y YDd the dev aton resut in an adverse event? EINo [ Yes, solici ed AE [ Yes, unsol cted AE.

Specify solici ed AE: 5
Injec on site pain
Eryther

ma
Injec on ste sweling
Indura ion

Hoadache
“Add tional Op ions L sted Below ~.

AE number: 2

1
2
3

5
"Add tional Op ions L sted Below ~

 the dev at on resu L n subject termina ion of study fo low-up? Oro Bves
1 Yos, subm the Study Sta us form.

potenialy a fect, ONo Dves Onm

Devaon category:
Eigib 1ty enroliment
reatment adin st at on schedule
Fol ow-up visit schedule
Protocol procedurelassessment

eciment adminat ton -
+ns doviaton . Unantcipa o4 Prolam 7 Ore Bves
Describe s eps taken to resolve or avoid recurrence of the deviation: ‘
Does s dviaon meet K8 reporing requirements? e Tvee
Yos,dato IRS nt T
Comments J

FDA-CBER-2022-1614-3224794 15



Additional Selection Op ions for DVD

Deviation Number (ey field):

Protocol deviation:
ICF not signed prior to study procedures
M ssed treatment admin stration
Delayed treatment administra ion

Blood ot collected

Urine not co lected

Too few al quots obtained

Specimen resu t not obtained

Required procedure not conducted
Required procedure done incorrectly
Study product temperature excursion
Specimen temperature excursion

Other

Reason for protocol devi
Laboratory error

Invest gator/study dec sion
Other

COVID-19 pandem ¢

Specify solicited AE:
Fatgue

Myalga

Ar hralgia

Nausea

Fever

Chils

WBC

Hemoglobin

Platelets

AST
ALP

Bilirubin ( otal)
Creatinine

o

PTT

FDA-CBER-2022-1614-3224795
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Advantage Advantage eClinical

Registration Confirmation (ERC)
Wb Version 10 101 22Nov1e
Sogment A

Assignment

Reg straton date:
Reg strat on time:

Regs ered by:

FDA-CBER-2022-1614-3224796 17
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Advantage Advantage eClinical - (Ssitecode)

20003A (ENR)
Web Version 10 202; 29May2c
Subjoct D

Enoliment da e: (doMMMyyyy)

Pro ocol vers on enro led under:

ified in the the p otocol? CONo Dlves

fthe subject does not meet a! eligibilty crteria, speciy which cr teria have not been met.
Criterion not met

iy wih sy y
reas 1 he colacion of venous blood pet protoco!
Ma e or non-pregnant fomale, 18 years of age or greater, inclusive, at time of enro Iment.
Ma e or non-pregnant female, 18 to 55 years of age, inclusive, at ime of enrollment.
“Add tional Op ions L sted Below -

Criterion not met 2

rsent priorto nitaton of pr
nd mply with study study vists.
‘Agrees 10 the col ection of venous blood b protocol.
Haeor o o nant female, 18 years of age or greater, inclusive, a time of enro Iment
rognant !sma\e, e Jears of a0, ncusivo,a e of anvolmont
e sone o st B

Giiterion not met 3

nd and s comon i suy y
‘Agrees o the colection of venous blood per pro
M or o srognant emel. 18 yars o age o st ke, o v o,
nt fomalo, 18 fo 55 years of age, inclusive, a e of enroliment.
Ao sl Op e L sted Blow -

Criterion not met.

t o -
nd and ocomply it study study viss.

‘Agrees tothe colection of venous blood per protocol

Vi o et ot 18100 o et ncsivo. o f v .

Mac or non-pregnant fmale, 1 o 55 years of age, inclusive, at tme of enrolment.

*Add tional Op ons L sted Below

FDA-CBER-2022-1614-3224797 18



Additional Selection Op ions for ENR

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

BMI: 18-35 kg/m2 inclusive for < 56 years of age; 18-30 kg/m2 inclusive for >= 56 years of age
Women of childbearing poten ial must agree o use at least one form of contraception

Women of childbearing poten ial must have a negative pregnancy test prior to vaccina ion.

Ma e subjects of chi dbearing po ential use an e fec ive form of contraception.

Ma e subjects agree to refrain from sperm donation until 3 months a ter last study vaccinat on.
Ma e subjects agree to refrain from sperm donation until 60 days a ter last study vaccinat on.

In good health

Oral temperature s ess than 100.0F (37.6C).

Pulse no greater han 100 beats per minute.

Systolic blood pressure s within the protocol e gib lity cri eria.

Systolic BP is 85 to 150 mm Hg, inclusive

Screening aboratory evalua ions are within acceptable normal ranges.

Must agree to have samp es stored for secondary research

Agrees to adhere to Lifestyle Considerations throughout study durat on.

The subject must agree to refrain from dona ing blood or plasma during the study

Pos ive pregnancy test either at screening or just prior to each vaccine administration.

Female subject who is breastfeeding from the ime of first vac through 60 days of last vaccination
Has any medical d sease or conditon hat precludes study par icipation

Presence of se f-reported or med ca ly documented medical or psychiatric condi ion

Has an acute illness within 72 hours pr or to each vaccinat on

Has a pos tive test for hep B, hep C or HIV antibodies at screening.

Has participated in ano her investigat onal study involving any inves iga ional product.

Currently enro led or in pans o part cipate in another diinical trial

Has previously participa ed in an inves igat onal study involving LNPs.

Has a his ory of hypersens iv ty or severe al ergic react on to any previous vaccines.

Chronic use of any medica ions hat may be assoc ated wi h impaired immune responsiveness
Anticipa ing the need for immunosuppressive treatment within the next 6 mon hs

Received immunoglobulins and/or any blood or b ood produc s within the ast - months.

Has any b ood dyscrasias or sign ficant disorder of coagulat on.

Has any chronic liver disease, including fatty liver.

Has a his ory of alcohol abuse or other recreat onal drug use within & months of study vaccination
Has a pos tive test result for drugs of abuse at screening or be ore first vaccina ion.

Has any abnorma ity or body art that would interfere with he ability to observse ocal react ons,
Plans to receive a | censed, ive vaccine w hin  weeks before or after each vaccinat on.

Plans to receive a | censed, inactiva ed vaccine within 2 weeks before or after each vaccination.
Receipt of any other 2019-n1CoV or other experimental coronavirus vaccine at any ime

Receipt of any other SARS-CoV-2 or other experimental coronavirus vaccine at any time.
Known contact of anyone known to have 2019-nCoV infect on wi hin 2 weeks pr or to reg strat on.
Close contact of anyone known to have SARS-CoV-2 infec ion within 30 days prior to registration.
History of COVID-19 diagnosis

On current treatment with investigational agents for prophylax s of COV D 19

Has traveled to China w hin 30 days before the first vaccination.

Current use of any medications within 7 days pr or to vaccinat on.

The subject must agree to refrain from dona ing blood or plasma during the study.

Plan to travel ou side he US through 28 days after he 2nd vaccinat on,

Reside in a nursing home or other skil ed nursing faci ty or have a requirement for nursing care.
Non-ambulatory

For subjects >=56 years of age, history of chronic smoking w hin the pr or yea

For subjects >=56 years of age, current smoking or vaping.

For subjects >=56 years of age, currently working W h gh risk of exposure to SARS-CoV-2

FDA-CBER-2022-1614-3224798

19



\

Sogment A
Visit Number

Hematology
Were hematology tests performed?

fNo, reason not done:

TOther, specity:

Advantage Advantage eClinical

Blood colec ion date for hematology:

Local Laboratory Results (LLR)

Ono Dves D

‘Subject unabe to comply.
‘Subject refusal

Cinic error

Investiga or decision
COV D-19 pandemic

*Addtional Options L s ed Be ow +

| (aammmyyyy)

Result

Units

I Significance

It Abnorm:
Relationship to Study Product

Hemoglobin [

i
mLimin 1.73m2
*Add ional Options L s ed Be ow

Cin ally sign ficant
Not clinica ly signifcant ~

1f Not Related Specify Alternate Etiology

What Action was aken with Study reatment?

Did_he Result
wuse the Subject
to be Discontinued from the Study?

Not re ated
Roated

NC - Dose inc eased

"Additonal Options Listed Be ow ~

No
Yes ~

P atelets Count (o)

ol

73m2
*Add tional Options L s ed Be ow

Cincally sign ficant
Not clinica ly signifcant ~

Not re ated
Reated  +

NC - Dose inc eased

INC - Dose not changed

RED - Dose reduced

NT - Drug interrup ed
-0

withdrawn
"Additonal Options Listed Be ow ~.

Wee (o)

9oL
mgidl

103101

Ui

mLmin 1.73m2

*Add ional Options L s ed Be ow

Cincally sign ficant
Not clinica ly signifcant ~

Not re ated
Reated

NG - Dose inc eased

“Additonal Options Listed Be ow ~.

T (o)

mLimin 1.73m2
*Add ional Options L s ed Be ow

Cincally sign ficant
Not clinica ly signifcant ~

PTT (oxx0)

ol
mg/dL

103101

Ui

mLimin 1.73m2

*Add onal Options L s ed Be ow

Cin allysign ficant
Not clinica y signifcant ~

Chemistry
Were chemst y ests performed?
1N, reason not done

ONo Dves Onm

‘Subject unabe to comply
Subject refusal
Cinic error
Invesitga or decision
GOV D-19 pandemic
“Add tonal Options Ls ed Be ow ~
fOther, speciy
Blood collec ion date for chemistry: | ity
Rosult Units Cinical Sign ficanco 1 Abnormal 1 Not Ro ated Specify Alternate Etiology Wnat Action was _aken Did the Result
Relationship to Study Product with Study  reatment? Cause the Subject to be
Discont nued from the Study?
Greatiine 00 R 5 B B
oL i cally igri cant ot related NC-
mgdL Notcinicaly s gnifcant ~ Related NC - Dose not changed
10°31uL RED - Doss reduced
L NT - Drug in ermupted
mUmin1 73m2 WD - Drug w i

Aanine Aminotransferase (ALT)

“Add tional Op ions Listed Below ~.

"Add tional Op ions L sted Be ow

)

gL

mgdL
10°310L
wL

mUmini1.73m:
*Addtional Op ons Listed Below +

2

Clin cally signi icant
Not cinicaly s grif cant ~

Not related
Related  ~

NC - Dose increased
INC - Dose not changed

RED - Dose reduced

NT - Drug in ermupted

W - Drug wthdrawn

“Add tional Op ions L sted Be ow

Asparta e Aminotransferase (AST) R

—

gL

mgdL.
10°3/0L
L

mUmin/.73m2
“Add tional Op fons Listed Below ~.

lin cally signi icant
Not cinicaly s gnif cant ~

Not related
Related _ ~

NC - Dose increased No

INC - Dose not changed Yes +
RED - Dose reduced

NT - Drug in errupted

WD - Drug wther
*Add tional Op ions L sted Be ow

ucet

gL
mgdL
1073101
wL

mUmin/.73m2
“Add tional Op fons Listed Below ~.

lin cally signi icant
Not cinicaly s grif cant

Not related
Related  ~

AP “ B . -
™ R—— — [eS——
mgat Notcicaly sanfcant « || Relsted NG -Dose o canged
oL RED - Dosoroduced
oty NT - Orig in epted
imLmin 73m2 WO - Drug w indraun
A tonalOp on Lised Below A onalOp ons L sted Beow -
Toal bl rubin o 5 5 B
f— cincalyspican ot e [S—
maaL Notcicalysgnicant «| | |Relsed = NG - Dos ot changed
[ty RED - Dosa roduced
Jot NT - Drig mermed
Lo 73m2 W Drugwing
“AdtonalOp ons Lise Bclow AddtonalOp on L sted Beow -
Lipase (oocx) - .

NC - Dose increased

*Add tional Op ions L sted Be ow

Female Subjects Only: Pregnancy Test

Was a pregnancy test perfo med?

fNo, reason not done:

TOther, specily:
fYes, specimen type:
‘Specimen colect on date:
Resut
Serology
Were serology tests performad?
1No, reason not done

fOther, specity:
B100d collec ion date for sor0 0gy:
HIV antibody:
HCV antbody:
HBV surface antigen:
Urine Drug Screen
Was urine co lected or drug screening?

FNo, reason not done:

fOther, specity:

‘Specimen collecton date:

barb turates, cocaine,

i

@ thaqualone, opiates, phencyc dine, and

Ono Hyes Cna

‘Subject unab e to comply.
‘Subject refusal

v
Investiga or decision
COV D-19 pandemic

*Add tional Options L s ed Be ow +

Ourine 0 seum

(damMyyyy)

O Negatve [ Positive

ONo Dves Onm

‘Subject unabe to comply.
‘Subject refusal

Cinic error

Investiga or decision
COV D-18 pandemic

"Add tional Options L s ed Be ow ~.

Onegatve O positve
ONegatve O posiive

ONo Oves Onm

(daMMMyyyy)

) Non-Reactive [ Reactive

‘Subject unabe to comply.
‘Subjoct refusal

Cinic error

Investiga or decision
COV D-19 pandemic

“Add tional Options L s ed Be ow ~.

ENo Dves

(domMMyyyy)

FDA-CBER-2022-1614-3224799

@ - ($sitecode)
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Additional Selection Op ions for LLR

If No reason not done:
Other

Hemoglobin units
mmoliL.

10°91L

Ui

seconds

Hemoglobin action taken
NA - Not appl cab e

FDA-CBER-2022-1614-3224800
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Sogment A
Form number

Any med cal history?

Advantage eClinical

WA Number Medical History_erm StartDate Start Date Cor anty End Date End Date Cortainty ongong
' [E— ]
Exactdato Exactdato
ey ony unkaown ey ony unkaown
Day and month urkrown Day and month urkrown
ey, month, and year unknown ey, month, and year unknown
2
Exact o Exact o
ey ony unkaown ey ony unkaown
Dy and month unknown Dy and month unknown
Iay, monih, and year uknown ay, monih, and year uknown
3
possne possne
ooy ooy
Doy ond manth nkoown Doy ond mant nkoown
Day. morth and year unkoown Day. morth, and year unkoown
I a
Exactdste Exactdste
ay ony anknow Dy ony unkaown
ay and month unkown ay and month unkown
Dy, month, and year unknown Dy, month, and year unknown
s a
Exact date Exact date
Dy ony unkaown
Day and monih unkrown
ey, month and year unknown ey, month and year unknown
© [ E— 8
—— —
ey ony un Day only unkoown
ay and monih unkown ay and monih unkown
ey, month and year unknown ey, month and year unknown
7 ]
Exact e Exact e
Do cnty i wiciom
Dy and month unknown Dy and month unknown
ey month, and year unkoown .o,y o
0
Exact g Exact g
Doy ol unknow Doy ol unknow
ay and month unknown ay and month unknown
2y, monih, and year unknown 2y, monih, and year unknown
¢ —/ ]
Exactdste Exactdste
Day ony unkaown Dy ony unkaown
ay and month unkrown ay and month unkrown
Iy, month, and year unknown Iy, month, and year unknown
o =
Exact date
ay ony unkaown
Day and mon urkrown
ey, monih, nd yoar unkown ey, month and year unknown
T o
oo ——
Dy oni Dy oni
Day and o urknown Day and month unknown
. monih, and year unknown . monih, and year unknown
A o
T~ T~
Doy oty urkow Ew—
ay and month unknown ay and month unknown
Day. morth, and year unkoown Day. morth, and year unkoown
5 o
Exactdste Exactdste
Iy ony unknow ay ony unkaowr
ay and month unkown ay and month unkown
Iy, monih, and year unknown Iy, monih, and year unknown
1 a
Day. month, nd yearunknown
3 =
oo
ey ony un
Doy ant maronkoown
ey, month and year unknown ey, month and year unknown
15
Exact e Exact e
ey onty wikocwn ey onty wikocwn
Dy and month unknown Dy and month unknown
Iay. monih, and year unown Iay. monih, and year unown
w o
Exact g Exact g
Doy only unknow Doy only un
ay and month unknown ay and month unkn
2y, monih, and year unknown 2y, monih, and year uninown
18 \—1 =]
Exactdste Exactdste
Day ony unkaown Day ony unknowr
ay and month unkrown Day and month koo
Iy, month, and year unknown ey ot nd ear oo
W =
ey, month and year unknown ey, month and year unknown
» o
—— ——
Iy ony unkaown Iy ony unkaown
Dy and monih unkown Dy and monih unkown
ey, month and year unknown ey, month, and year unknown
21
Exactaae Exactaae
Ew— Doy oty unknow
ay and month unknown ay and month unknown
ey month, and year nksown ey month, and year unkocwm
2
Exact e Exact e
Day only un Day ony un
ay and month unkn ay and month unkown
Day. month, and yearunkooun Iy, monih, and year unknown
B =
o cate
Day ony unknow Day ony unkaown
v and month unknown v and month unknown
ey, month and year unknown ey, month and year unknown
2 [ ]
Exactdate Exactdate
ey ony unkaown ey ony unkaown
ay and monih unkown ay and monih unkown
ey, month and year unknown ey, month and year unknown
= o
Exact e Exact e
ey oty ke ey oty ke
Dy and month unknown Dy and month unknown
Iay. monih, and year uknown ay. monih, and year uknown
»
possne possne
ooy ooy
Doy ond manih nkoown Doy ond marh nkoown
Day. morth and yoar unkoown Day. morth, and yoar unkoown
7
Exactgste Exactdste
ay ony unknow Dy ony unkaown
ay and month unkrown ay and month unkrown
Iy, month, and year unknown Dy, month, and year unknown
» =
Exact date Exact date
ay ony unkaown
Day and monih unkrown
ey, month, and year unknown ey, month and year unknown
» o
— —
ey ony un Day only unkoown
ay and monih unkrown ay and monih unkown
ey, month and year unknown ey, month and year unknown
» I 8
cossme cossme
Doy only un ooy
ey and o omooun Day and o omooun
ey month, and year unkoown ey month, and year unkocwn

Ono Dves
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Additional Selection Op ions for MHD

Form number (key field):
1

2
3
5
6
7
8

9
10
1
12
13
1

15
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Advantage Advantage eClinical

Sogment A
Visit Number

Was the phy; rlormed, ivo of P MMCs?
Was performed, includi forany d specifed AES s, MAAES, NOCHCs, and P MMCs)?
Examdae:

Exam time (24-hour clock)
No, reason not done:

ONo ves
Ono Dves

(b mm)

(doMMyyyy)

Subject unable to comply
Subject refusal
Cinic rror
Inestator docsion
GOV D 19 pandem
“Add onal Opons L ted Be ow +
f0ther, spacity.
‘Any abnorma tles upon physical examinat on? Ono Dves
n S Record soparate row above,
Body System Abnormal Findings Reported as AE? fYes AE# If Yes Spec fy Soli
ABD - Abdomen No 1 fecion st poin
CRD - Card ovascularihea t Yes, solici ad AE 2 Erythom;
EXT - Extrom ties Yes. unsocited AE 3 [ —
GEN - General ndura ion
HEP - Hepatob lary/spleen s Headache
*Adi onal Opt ons Listod Bolow = “Addifonal Op ons Listed Below + | |"Add tional Op fons L sted Below +
No 1 Injec on st pain
(CRD - Card ovascularihea t Yes, solici ed AE 2 rythema
EXT - Extrr Yes, unsocited AE 3 Injec on ste swel ing
GEN - General appearance ndura ion
HEP - Hepatob fary/spleen s Headache
“Addifonal Optons Listed Below + “Addiional Op lons Listed Below ~ | |"Add tional Op ons L sted Below ~
ABD - Abd 1 Injoc on sit pain
(GRO - Card ovascuarhea 2 ema
EXT - Extrom e 3 Injec on ste swel ing
GEN - General appearance Indiura on
HEP - Hopatob fary/sploen 5 Headache
“Adional Optons Listed Below ~ “Addi ol Op ons Listed Below + | |"Add tlonal Op fons L sted Below +
ABD - Abdomen 1 Injec on st pain
RD - Card ovascularihea t 2 Erythema
EXT - Extrom s 3 Injec on st swel ing
GEN - General appearance Indura o
HEP - Hepatob fery/spleen 5 Headache
*Adi onal Opt ons Listod Bolow = “Addifonal Op ons Listed Below ~ | |"Add tional Op fons L sted Below ~
No 1 Injec on st pain
CRD- Cardovascarea Yes, solc ed AE 2 Eryther
EXT - Extrer es, unsoicted AE 3 Injec on ste swel ing
GEN - Gonerlappoaranco ndura ion
HEP - Hepatob fary/spleen s Headache
"Addi ional Opt ons Listed Below ~ "Addi ional Op ions Listed Below ~ *Add tional Op ions L sted Below ~
ABD - Abdomer No 1 Injoc on site pain
(GRO - Card ovascuarhea Yes, solc ed AE 2 Erythem:
EXT - Extrer Yes, unsocited AE 3 Incion it swl g
GEN - General appearance ndur
HEP - Hopatob fary/sploen 5 Headache
“Addional Optons Listed Below ~ “Addi ol Op ons Listed Below + | |"Add tional Op fons L sted Below +
ABD - Abdomen 1 Injec on st pain
(CRD - Card ovascuariea t 2 Eryhema
EXT - Extrom ties 3 Ifcion i sl g
(GEN - Generalappearan indura
HEP - Hepatob lery/spleen 5 Feadache
“Addiional Opt ons Listed Balow + “Addiional Op fons Listed Below + | | *Add tonal Op ions L stod Below ~
1 Injec on st pain
(GRD - Card ovasculariea t 2 Erythema
EXT - Extrer 3 Inecion st sl g
GEN - General appearance iniwa
HEP - Hepatob fary/spleen s
|*Addi ional Opt ons Listed Below ~ *Addi ional Op ions Listed Below + ’Aﬂd ﬂona\ Op ions L sted Below ~
No 1 Injec on st pain
(CRD - Card ovasculariea t Yes, solc ed AE 2 Erythema
EXT - Extrer Yes, unsocied AE 3 Incion i swl g
GEN - General appeerance avs
HEP - Hopatob fary/sploen 5
“Addifonal Optons Listed Below + A on Oplons Lo Blow = +A sonl O on L tod Blow =
ABD - Abdomen 1 Injec on st pain
CRD - Card ovasculariea t 2 Eryhema
EXT - Extrom s 3 Injec on ste swel ing
ppea ndura ion
HEP - Hepatob fary/spleen 5 Headache
“Addional Optons Listed Below ~ “Addiional Op fons Listed Below = | | *Add tional Op fons L sted Below ~
No 1 Injec on st pain
CRD- Cardoascaroa Yes, solc ed AE 2 Eryhema
EXT - Extrer Yes. unsocited AE 3 Injec on ste swel ing
GEN - Gonerl appoarance Indura o
HEP - Hepatob faryispleen s Headache
“Addi fonal Optons Listed Below + “Addifonal Op ons Listed Below » | |"Add ional Op fons L sted Below +
No 1 Injec on st pain
(CRD - Card ovasculariea t Yes, solc ed AE 2 rythema
EXT - Extrer Yes, unso cited AE 3 Injec on ste swel ing
GEN - General appeerance ndura ion
HEP - Hopaiob ansloon 5 Headache
“Addifonal Optons Listed Below + “Addifonal Op ons Listed Below + | |"Add tional Op fons L sted Below +
ABD - Abdomen 1 Injec on st pain
CRD - Card ovasculariea t 2 Eryhema
EXT - Extrom s 3 Injec on ste swel ing
(GEN - Generalappearance ndura on
HEP - Hepatob lary/spleen 5 Headache
“Adional Optons Listed Below ~ “Addiional Op fons Listed Below = | | *Add tional Op fons L sted Below ~
ABD - Abdomen No 1 Injec on st pain
CRD - Card ovascularihea t Yes, solici ad AE 2 Erythom;
EXT - Extrom ties Yes. unsocited AE 3 Injec on ste swel ing
GEN - General appearance ndura o
HEP - Hepatob fary/spleen Headache
“Addi fonal Optons Listed Below ~ ‘Addiional Op ions Listed Below ~ | |*Add ional Op fons L sted Below ~
No 1 Injec on st pain
CRD- Cardvasuarhea Yes, solc ed AE 2 eyt
EXT - Exvrem Yes, unsocited AE 3 Injec on ste swel ing
GEN - Conerlappoarance ndura ion
HEP - Hepatob fary/spleen s Headache
"Addi ional Opt ons Listed Below ~ "Addi ional Op ions Listed Below ~ *Add tional Op ions L sted Below ~
ABD - Abdomen No 1 Injec on st pain
(CRD - Card ovasculariea t Yes, solc ed AE 2 Erythema
EXT - Extrom s Yes, unsocited AE 3 Injec on ste swel ing
GEN - Generalappearance ndura on
HEP - Hepatob fary/sploen 5 Headache
*Addional Optons Listed Below ~ “Addi il Op fons Listed Below ~ | |*Add tional Op fons L sted Below +
ABD - Abdomer No 1 Injec on st pain
CRD - Card mw\av/ma t Yes, solici ad AE 2 Erythoma
EXT - Extrem ties Yes. unsocited AE 3 Injec on ste swel ing
£ Gonral ndura ion
HEP - Hepatob lary/spleen s Headache
*Adi onal Opt ons Listod Bolow = “Addifonal Op ons Listed Below » | |"Add ional Op fons L sted Below +
1 Injec on st pain
CRD- Carduascuarea 2 Erythema
EXT - Exvrem 3 Injec on ste swel ing
GEN - General ppocrance ndura ion
HEP - Hepatob fary/spleen s Headache
"Addi ional Opt ons Listed Below ~ "Addi ional Op ions Listed Below ~ *Add tional Op ions L sted Below ~
ABD - Abdomen 1 Iian o pain
(CRD - Card ovasculariea t 2 e
EXT - Extrom e 3 e
GEN - General appearance i on
HEP - Hopatob fary/sploen 5
*Adional Optons Listed Below ~ A on Oplons st Blow =| - sl O o L tod Bolow =
ABD - Abdomen 1 Injec on st pain
CRD - Card ovascuariea t 2 Erythema
EXT - Extrom s 3 Injec on st swel ing
GEN - General apps ndura ion
HEP - Hepatob lary/spleen 5 Headache
*Adi onal Opt ons Listod Bolow = “Addifonal Op ons Listed Below + | |"Add tional Op fons L sted Below +
No 1 Injec on st pain
CRD - Card ovascular/hea t Yes, solici ed AE 2 rythema
EXT - Extrer Yes. unsocited AE 3 Injec on ste swel ing
GEN - General appearance ndura ion
HEP - Hepatob fary/spleen s Headache
|"Addi ional Opt ons Listed Below ~ "Addi ional Op ions Listed Below + *Add tional Op ions L sted Below ~
ABD - Abd No 1 Injoc on sit pain
(6RO - Card ovascuarhea Yes, solc ed AE 2 Erythema
EXT - Extrom ties Yes, unsocited AE 3 Injec on ste swel ing
GEN - General appearance ndiura on
HEP - Hopatob fary/sploen 5 Headache
*Addional Optons Listed Below ~ “Acdi il Op ons Listed Below + | |"Add tional Op fons L sted Below +
ABD - Abdomen 1 Injec on st pain
RD - Card ovascularihea t 2 Eryhema
EXT - Extrom ties 3 Injec on ste swel ing
(GEN - General appearance ndura ion
HEP - Hepatob lery/spleen 5 Headache
*Adional Optons Listed Bolow = “Addiional Op fons Listed Below + | | *Add tonal Op ions L stod Below ~
5 S| [Eeersen o
No 1 e
CRD- Cardoascuarea Yes, soii 69 AE 2 e
EXT - Extrer es, unso icited AE 3 Indura on
GEN - Conerlappoaranco Headache
HEP - Hepatob fary/spleen 5 oy
A lone Ot o Lited Bl : EDA-CBER=2022=161

4-3224803
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Additional Selection Op ions for PE1

If No reason not done:
Other

Body system 1

HNT - HEENT

LYM - Lymph nodes
MSC - Muscu oskeletal
NEC - Neck

NRL - Neurolog cal
PLM - Pulmonary/chest
SKN - Skin

If yes AE number 1
6

7
8
9
10
1"
12

Ifyes solic ted AE 1
Fatgue
Myalga

Ar hralgia
Nausea

Fever

Chils

WBC
Hemoglobin
Platelets

ALT

AST

ALP

Bilirubin ( otal)
Creatinine

P

PTT
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it Documentation (VD1)

Web Version 10 500; 204010
Sogment A
Vist Number

Visitga I

Ddthevstoceur? Ono Dyes

D the vs toccur? ONo Oves Onm
F¥es, specity vt cate: I
Visitype: Dcinevst £l Phone conact
fYes, specify vst type: Ocincvst I Phone contact
Reason for supplemen al vt -

‘Specimen colecton

Other, specify:

fRe screening, jus if cation =
Trans ent ilness.
Lab error

Equipment failure
Whie Coat Syndrome
Improper samp e collec on

No, specify reason
‘Subject lness or injury
Subject refusal
Schecing o ee
Unable.
Srneporsion
“rtons O oms L e Bolow =

#No, and reason s Site dec s on/error or Other, specify:

Visit Specific Information

Was a physical exam per ormed on the subject? ONo Dves Onm

Was. to being performed? ONo U ves

Was the subject consented or eukapheresis? OnNo Hves Dna

Were the inclus onfexclusion cr er a rev ewed? ONo Dves

Were the inclus on/exclusion cri er a rev ewed? ONo Dves Onm

1 Yes, is the subject sti eligible? CONo Dlves
f No, subm  Discontinuation of Treatment form,
Was a physical exam per ormed on the subject? CONo Dves
Visit Specific Specimen Collection
Was 28 mL of blood drawn for screening labs? ONo Dves
1No, speciy reason

Subect nabe o compy
‘Subject refusal
Tocmicapamem
Cinc error
Laborat

*Add ona Op fos L ted Below «

f Other, specify:
Was urine colected o drug screen? Orno Dves
No, specify reason
‘Subject unable to comply
Subject refusal
Technical prob em
Cinc ermor
Laboratory error
"Add tional Op ions L sted Below ~.
Other, specify:
Was 8 mL blood drawn for hematology and chemistry labs? Bro Dves
fblood not col ected, reason not done:
Sutict bl o comply
‘Subject refus:

Tocmieal Dvub om

Caborstory eror
“Add tional Op ions L sted Below ~.

fOther, specify:
Was 16 mL b ood drawn for sero ogical immunogenicity assays?

No - blood not col ected
No - partal b ood colecton
Yes -

No, how much blood was co lected? (g mL
#blood not col ected, reason not done:

Snmecl unable i comply
ot refusal
Technh:s| Dmb em

I aborsony
“Ad iona Op o L ted Bolow +

Other, specily:
Was 80 mL b ood drawn for cellular immuno og cal assays (PBMC)?

No - biood not col ected
No - partal b ood colecton
Yes -

Was 0 mLbood drawn for cellular immuno og cal assays (PBMC)?
No - biood not col ected

No - partal b ood colecton
Yes -

Was 16 mL b ood drawn for cellular immuno og cal assays (PBMC)?
No - biood not col ected

No - partal b ood colecton
Yes -

#No, how much blood was colected? T Jem
#blood not col ected, reason not done:

Subiectunable to comply
‘Subject refusal
Tocmiclpaem

Cing ermor

Laboratory error

“Add tional Op ions L sted Below ~.

fOther, specily:

Was 16 mL b ood drawn for secondary research (serum)?

No - blood not col ected
No - partal b ood colecton
Yes

Was & mL blood drawn for secondary research (serum)?

No - blood not col ected
No - partal b ood colecton
Yes

#No, how much biood was colected? T Jem
fblood not col ected, reason not done: 2
‘Subject unable to comply.

Tectmical prabem
Cincermor
Caboratory
“Ada ona Op fos L ted Below «
 Other, specify:
Was 16 mL b ood drawn for product assay deve opment (serum)?

No - blood not col ected
No - partal b ood colecton
Yes -

Was 8 mL blood drawn for product assay development (se um)?
No - blood not col ected

No - partal b ood colecton

Yes -

No, how much blood was colected? (09 L
fblood not col ected, reason not done:
St e i compy
Subject re
Tt Web
Canoraoy
“Adg tona Op fos L ted Below +
fOther, specify:
Was blood drawn at this visit? Oro Bves Bnn

1 Yes, reason b ood was drawn: [

Fomate subjects only:

prear 97 (NA ONo Dves Tna
Was urine or serum collec ed for pregnancy testing? =
(A 1omal of nonch idbearing potentia)
Yes -biood
Yes -uine
", submita
Adverse icati Deviatit
Medications/Protocol Deviations
ence an ady troatment Oro B
1f Yes, subm an Adverse Event form. No e
Have hero boon any hangos i health iaussin th st v 17 Oro Dves
1f Yes, answer each ofthe following question
ew adverse event? Bro Bves
Includes AEs, SAEs, MAAES, and NOCMCs. If Yes, subm t an Adverse Event form.
Has there been a new SAE, MAAE, or NOCMC since the ast visit? Bro Dyes
 the subject curren Iy taking any medica ions? Ono Bves
I Yes, subm a Concom tant Mecication form.
One O
1 Yes, subm a Concom tant Medication form. No Hives
Change in hea th history not othe wise feported as an adverse event (2 g, the resolution of a p ob e noled at base ine)? Oro Bves
11 Yes, update Medical History form.
Now medicat on? Oro Bves
f Yes, subm Concomitant Medication form.
there been a protocol deviat on Oro Bves
If Yes, subm!  Protocol Deviation
Has there been a prolocol deviat on since the last v 7 Oro Bves
If Yes, subm' a Protocol Deviation form.
Hematology
ically for the eukaphe 2 Ono Dves Dna
Mo, reason not done: A
Sunect unae o compy
Subfec e
Cin error
nvsigair cecsion
GOV D-19 pandk
A onal Op o L sted Below +
f0ther, spocity
Blood collec fon date for hematology: (daMMMyyyy)
Blood collec ion time for hematology: T | thom

Hemog obin

[ Joon oo

(oxx)
Pregnancy Test . FDA-CBER-2022-1614-3224805

Wasaseumorin pragrancy ot priormod? Ono Dves Onn 26
. roson ot dore

Hematocrt:




fOther, specify:

Serum or urine co lect on date:

Serum or urine co ect on time:
Vitals

Was weight assessed at hs vst?

fNo, reason not done:

Oter speciy
Assessment da
Weght
Eligibili
Date ator duer

Crterion not met 1

Crterion not met 2

Crterion not met 3

Crterion not met

I all  iteria wera met, but the procedure was not performed, ndicate the reason(s) the pracedure was not performed:
ime commitment;

Concerm of polental isks:
Unablo o contactsuboct
otrer
1 Other, specify:
Leukapheresis Procedure
Was eukapheresis perormed?
Strtme
Stop tme:
Volume colected

Were there any comp cations during co lec ion?

‘Subject unabie to comply.
‘Subject refusal
Cing ermor

Investigator decision

COV D-19 pandemic

“Add tional Op ions L sted Below ~.

(ddMMMyyyy)
(i)

Ono Dves

‘Subject unable to comply.
Subject refusal
Cing ermor

Investigator decision

COV D-19 pandemic
“Add tional Op ions L sted Below ~.

(ddMMMyyyy)
[ oo O romds Dkiogams

Ono Dves

consent o eukaph o

We ght

10 pounds.

8hours of the.

/Adequate biateral antecub al venous access
*Addtional Op ions L sted Below.

Provides writ en in ormed consent or eukapheres s procedure.
We ght pounds

Negative urine or serum 8hours of the.
bi ateral antecubi al venous access.
"Add tional Op ions L sted Below

Provides writ n in ormed consent or eukapheres s procedure
We ght >= 110 pounds.

Negative urine or serum Bhours of the.

/Adequate biateral antecub al venous access
“Adg tional Op ions L sted Below

consent or eukaph o

We ght

10 pounds.

serum 8hours of the.
‘Adequate biateral antecub al venous access
"Add tional Op ions L sted Below

OnNo Dyes
Ono Dves
CONo Dlves
Ono Dves

No Dlves

[ tmom)

L Jonmm
(o) mL

ONo Dves

FDA-CBER-2022-1614-3224806
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Additional Selection Op ions for VD1

If No specify reason:
Temporar Iy out of area
Subject forgot

Site dec sion/error
COVID-19 pandem ¢
Other

If No specify reason:
invest gator decision
Other

If No reason not done:
Other
Criterion not met 1:

No use of b ood thinners, aspirin, NSAIDs, at least 5 days before the leukapherer s procedure
Enrollment in cohorts 2, 3, 5 or 6 and complated the 2-dose vaccina ion series

FDA-CBER-2022-1614-3224807
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& - ($sitecode)
Vital Signs (VS1)
Web Version 10 1.02: 27Apr2(
Segment A
Visit Number
pate: (ddmimintyyyy)
Were vial signs assessed at tis visit? Trno Tves
1No, reason ot done:
‘Subject unable to comply
Subject refusal
Cincerror
Inves igator dec'son
COVID-19 pandem
“Addi ional Opt s Listed Below ~
1f O, specy.
ordrnk cold,
Assessment_ime emperature Units emperature emperature Puise Systolic Blood Pressure | Diastolic Blood Pressure
(24-hour ciock) (&) o) (beats minute) (mmbig) (mmbig)
‘ (nhimm) ‘ O Fanveret o sius ‘ (o) (o) (001) o0e) ‘ (001) ‘
Were height and weight assessed at ths v 17 Grno Bves
Mo, reason not done:
‘Subject unable to comply
‘Subject rofusal
Cincerror
Inves igalor doc's on
COVID-19 pandem c
“Addi onal Opt s Listed Below ~
1Other,specty
Assessment ime Weight Un ts Weight Weight Height Units nt Height
(24hr clock) (pounds) (kilograms) (inches) (centimeters)
[ Jemem  Opounds Okiogams [ | twxg b (o) kg Oinches Ocenimeters | Joogin [ Jpoyem
o

(xx) kgim?

FDA-CBER-2022-1614-3224808 29



Additional Selection Op ions for VS1

If No reason not don
Other

FDA-CBER-2022-1614-3224809 30
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Pregnancy Outcome 1 (X1D)
Web Version 10 1 0% 21Feb2c
Sogment A
Date of il report

Birth order number: -
1
2
3
Pregnancy outcome (for ths fetus): =
st rth, or complete an AE/SAE form. Live birth
‘Spontaneous abor ion/miscarriage (<20 wks)
Sill birh (>= 20 weeks)
E ective abort
The apeu ic aborton -
Indiate the source of nformation: (may check Yes to more than one)
ther: CONo Dlves
Famiy member Ono Dves
Phys canimed cal chart Ono Oves
Other: ONo Dves
Yes, speciy L
Maternal Outcome
ight:| D e of nd of pregy gnt:| Dae cer ainty Weight unis: Weight (b: Weight (k)
) | [ e ~ || Dpounds D kiogams foxx) (o) kg
Day only unknown
Day and month unknown
Day, month, and year unknown ~
Labor, Delivery, and Post Partum Information
+ delivery, or post-partum? ONo Uves O unknown A

anyof
If Yes, complete an Adverse Event/Serious Adverse Event form, as appropriale.
Abrupto placentae. Edampsa GBS-positive

Abnormal b eeding/hemorrhage Emergency Cesarean section due to fetal d stress Ol gohydramnios

Aaphyiais Endometits Pacen aprovia
Bacteremia Fetadswess Pomycramios
Cho oamnionts Fever > 100, F or380°C Pro-ctamps a
Coagu aton d sorders Gesta ol dabotes Prognancy induced hyperansion
Cord prolpso Preterm abor
s temalcomplcatons ONo Dves O Unkaown
Was heroany fo a d siress during abor and do very? e v O imeon Cn

7 Yes, complete an Adverse Eventform.
Neonatal Outcome Live h and Still Birth Only

Date of fve bith or st birt: I

Delivery: O vaginal [ Cesarean secton

Sex: Omae O Female

Ifant oo gostatons ag t v i ot (o wosksand [ ) davs
‘Size for gesta ional age: Osea Daca Dica

Crares Do | L Jeone] [ Jenss
Do Dommews | [ Jewaw| [ Jmnem
Frontal ool crcumle nce (FOC) | () pengs O comimeters | | J oo | [ ] o) om

Rogarscore, T s (eave B ank or ST B [ —r)

Rogar scor, 5 minu s (eave blank o 1l Bt )

Cordph )
jenital anomal es: Ono Dyes

(I Yes, complete an SAE form )
One Month Follow Up Live Birth Only

Has i Ono Dves O unkaown
fYos,complets a Serius Adverse Event orm. o Tves ko
Has orhospialized? ( Ono Dves O unknown
1¥es, speciy: [
One or Two Month Follow Up  Still Birth Only
Was there an aiopsy? Do Dlves 0 nknown
Yes,was an tlog forthe st bth dent fed? ONo_ D ves O unknown
¥es, speciy [
gl y Outcome Elective or Tl ic Abortion Only
Date of termina ion )
Fetal gestatonal a9 t emina ion T wesisos [ omm

Any abnormal ty in product of conception? ONo Hves Ounknown A

Yes, specily. |
Reason for therapeut c abortion: &) Ma emal cond tion disease L Fetal condi ion/disease
Comments:

FDA-CBER-2022-1614-3224810 31



\

Advantage Advantage eClinical

Sogment A
Date of nitial report

Birth order number:

Pregnancy outcome (for this fetus);

riage, stil b 1th or tion,
Indicate the source of nformation: (may check Yes to more than one)
Mother:

Family mombor
Phys canimed cal chart
Other.
1Yes, speciy:
Labor, Delivery, and Post Partum Information
Was there any fe i d stess during labor and de ivery?
If Yes, complete an Adverse Event form.
Neonatal Outcome Live Birth and Still Birth Only
Date of ive birth or st bit

Daiivery:
Sex
Infant fe al gestational age at lve birth or st bi th:

Size for gesta ional age:

Birth we ght D pounds L] Klograms.

T Jwaw

T Jwn

Length D inches [ Cen imeters

T Jen

T Jwaen

Frontalocop tal crcumerence (FOC) | [ nches [ Cen imeters

T Jen

T Jwaen

Apgar score, 1 minu e ( eave bank for Sl Birth)
Apgar score, 5 minu es (leave blank for § il Birth):
Cord pH

Congenital anomal es:

One Month Follow Up Live Birth Only

Has | birth’

If Yes, complete a Serious Adverse Event form.
s lor hospi (Does not

T¥es, speciy:
One or Two Month Follow Up Still Birth Only

Was there an autopsy?

1 Yes, was an etiology for the stllbirth dent fled?
Yes, specily

gl 'y Outcome Elective or T
Date of termina ion
Fetal gestational age at termina ion
Any abnormaty in product of conception?
#Yes, speiy:
Reason for therapeut o aborton
Comments:

Abortion Only

Pregnancy Outcome 2 (X2D)

Live birth
‘Spontaneous abor ionimiscarriage (<20 wks)

'S Il bith (>= 20 weeks)

E octive abort

‘The apeu c aborton -

ONo U ves
ONo U ves
Ono Dves
OnNo Oyes

ONo Dyes Dunknown [

[E—
) vaginal [ Cesarean secton
OmMae [ Female

(1) weeks and () days

Osen Daca Diea

ONo [ Yes (irYes, complete an SAE form)

CNo Elves [ unknown

ONo Uves O unknown

Web Version 10 101; 21Feb2(

ONo Uves O unknown
ENo Elves [ unknown

[E—
(xx) weeks and {x) days

ONo Dves O unknown O NA

{5 Ma emal cond tion disease ] Fetal condi ion/disease

FDA-CBER-2022-1614-3224811
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Advantage Advantage eClinical

Sogment A
Date of nitial report

Birth order number:

Pregnancy outcome (for this fetus);

riage, stil b 1th or tion,
Indicate the source of nformation: (may check Yes to more than one)
Mother:

Family mombor

Phys canimed cal chart

Other.

1Yes, speciy:

Labor, Delivery, and Post Partum Information

Was there any fe i d stess during labor and de ivery?

f Yes, complete an Adverse Event/Serious Adverse Event form, as approprate.

Neonatal Outcome Live Birth and Still Birth Only

Date of ive birth or st bit

Daiivery:
Sex
Infant fe al gestational age at lve birth or st bi th:

Size for gesta ional age:

Birth we ght U pounds L] Klograms.

T Jwaw

T Jwn

Length D inches [ Cen imeters

T Jen

T Jwaen

Frontalocop tal crcumference (FOC) | [ nches [ Cen imeters

T Jen

T Jwaen

Apgarscore, 1 minu &
Apgar score, 5 minu os:
Gord pH

Gongerital anomal e

One Month Follow Up Live Birth Only

Has | birth’

If Yes, complete a Serious Adverse Event form.
s lor hospi (Does not

T¥es, speciy:
One or Two Month Follow Up Still Birth Only

Was there an autopsy?

1 Yes, was an etiology for the stllbirth dent fled?
Yes, specily

gl 'y Outcome Elective or T
Date of termina ion
Fetal gestational age at termina ion
Any abnormaty in product of conception?
#Yes, speiy:
Reason for therapeut o aborton
Comments:

Abortion Only

Pregnancy Outcome 3 (X3D)

Live birth
‘Spontaneous abor ionimiscarriage (<20 wks)

'S Il bith (>= 20 weeks)

E octive abort

‘The apeu c aborton -

ONo U ves
ONo U ves
Ono Dves
ONo Oyes

ONo Dyes Dunknown [N

[E—
) vaginal [ Cesarean secton
O mMae [ Female

(1) weeks and () days

Osen Daca Diea

ENo Elves [ unknown

ONo Uves O unknown

@ - ($sitecode)

Web Version 10 101; 21Feb2(

ONo Uves O unknown
CNo Eves [ unknown

(dabityyyy)

—
[ Toowessans | |0 aan

ONo DYes O unknown I NA

{5 Ma emal cond tion disease ] Fetal condi ion/disease
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Advantage Advantage eClinical

Sogment A
Date of nitial report

Birth order number.

Pregnancy outcome (for this fetus):

riage, stil b th, or tion,
Indicate the sourco of nformation:(may check Yes to more than one)
Mother:

Family mombor
Phys canimed cal chart
Other.
1Yes, speciy:
Labor, Delivery, and Post Partum Information
Was there any fe i d stess during labor and de ivery?
If Yes, complete an Adverse event form.
Neonatal Outcome Live Birth and Still Birth Only
Date of ive birth or st bit

Daiivery:
Sex
Infant fe al gestational age at lve birth or st bi th:

Size for gesta ional age:

Birth we ght U pounds L] Klograms.

T Jwaw

T Jwn

Length D inches [ Cen imeters

T Jen

T Jwaen

Frontalocop tal crcumerence (FOC) | [ nches [ Cen imeters

T Jen

T Jwaen

Apgarscore, 1 minu &
Apgar score, 5 minu os:
Gord pH

Gongerital anomal e

One Month Follow Up Live Birth Only

Has | birth’

If Yes, complete a Serious Adverse Event form.
Has lor hospi (Does not

T¥es, speciy:
One or Two Month Follow Up Still Birth Only

Was there an autopsy?

1 Yes, was an etiology for the stllbirth dent fled?
Yes, specily

gl 'y Outcome Elective or T
Date of termina ion
Fetal gestational age at termina ion
Any abnormaty in product of conception?
#Yes, speiy:
Reason for therapeut o aborton
Comments:

Abortion Only

Pregnancy Outcome 4 (X4D)

Live birth
‘Spontaneous abor ionimiscarriage (<20 wks)

'S Il bith (>= 20 weeks)

E octive abort

‘The apeu c aborton -

ONo U ves
ONo U ves
Ono Dves
ONo Oyes

ONo Dyes Dunknown [

[E—
) vaginal [ Cesarean secton
OmMae [ Female

(1) weeks and () days

Osen Daca Diea

ONo [ Yes (i Yes, complete an SAE form)

ENo Elves [ unknown

ONo Uves O unknown

Web Version 10 101; 21Feb2(

ONo Uves O unknown
CNo Elves [ unknown

(dabityyyy)

—
[ Toowessans | |0 aan

ONo DYes O unknown O NA

{5 Ma emal cond tion disease ] Fetal condi ion/disease
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Advantage Advantage eClinical 8 - (§sitecode)

Pregnancy Report and Follow Up (XPD)
Web Version 10 207, 21Feb2c
Sogment A
Date of il report

Pregnancy Follow Up Update as Applicable During Follow-Up
Was o 0w cotactmade wilh tho subec durng o progncy? Ono Dves
r¥es i N

#] Date (dammMyyyy) [ #] Date (dammmyyyy)
i p— ] R
o p— ] S
o Ep— L S
| ] S—
Maternal Information Complete at Time of Initial Report

Indicate the source of nformation (may check Yes o mor than o).
Mother:

Ono Clves
Family member: Ono Bves
Phys can/med cal chart: ONo Hves
Other. Ono Clyes
¥es, speciy [
Pregnancy Status Update as Applicable During Follow-Up
o Fregnancy it e =) Sow
Current Pregnancy Information Complete at Time of Initial Report
Number of fetuses z
1
2
3

Dato ofast menstrusl o iod: T

Estmated de ivery date: [ | tommmyy

How was o imated de very date dete mined? ) Last mensiualperiod (U rasound
fUlrasound, estimated date of exam: (aanmayyyy)

P e-pregnancy weight | Dato of pre-pregnancy we g (daMMuyyyy) | Date certainty: We ghtunis: We ght (1) Weight (kg):
=|| Opounts Oiciograms | [ Ty [ pown) ko
Exact date
 only unknown
'Day and month unknown
'Day, month, and year unknown

Previous Pregnancy Information Complete at Time of Initial Report

Grav da (total number of pregnancies including the current pregnancy): () Unknown
Ex ludn vide (record 0" f none):
Para ovents
e i R
Extemelypreerm (EPT) biths (< 25 weeks) [ Jww Buroom
Very preterm (VPT) bi ths (25 07 - 31 6 7 woeks): [ Jew  Dumnown
Eany preterm bt (52 07 39 67 weeks) [ oo Durkoonn
La e preterm births (3 017 - 36 617 weeks): ) Dunknown
Eary e birtn (37 07 38 67 weeke) [ Jow Ounoown
Fultorn biths (3907 - 067 weeke) [ Jow Buroom
Lao term biths 107+ 1 617 wesks) [ Jow Ounnon
Postterm birhs (> 207 weeks): (@) O unknown
Stilbirths (20 weeks): (09 unknown
Spontansous abortoniscar age{ 20 ksl o Durkoonn
Eictve abor ons [ Jow Ouroon
Therapeutic abor ons: [ Jow Ounnon
y ma Ono Cves D unknown
¥es, specify [
Current Preg y i Update as i During Follow-Up
Yo complle an Avere EventSooss ivrse Evet o, 55 apropnl Fe e Do
Aorupto placentas Ecampsa Oligonycramn os.
Abnormal b eedingihemorthage  Endometsits Placen a provia
Anaphylaxis Fetald stress Polyhydramnios
Bacteremia Fever>100. *F or 380°C Pre eclampsa
Gho ioamnion tis o
‘Goagu aton d sorders GBS-posiive Pro erm abor

ONo Dyes O unknown

Pregnancy Risk Factors Update as Applicable During Follow-Up
g

the subject use tobaceo products, crink alcohol, of use other ot drugs during this pregnancy? Oro Dves B Unknown
Pregnancy Substance Use Log
ype of Substance Route Amount (xxx.x) Unt Frequency ty End Ongoing
= = = = = = )
Alcohol vamuscar Bag Once Exactdae Exact date
Amphetamine travenous Cigar Once per day Day only unknown Day only unknown
Anabol ¢ stero ds Nasal Cigarette Once per month Day and month unknown Day and month unknown
Barbiurates eCgactte Twice per day Day. month, and year unknown +
Ba st (ynnet cainones) Smkmg Fluid ounce (US) "
isted Below + Listed Below ~ “Additonal Opt ons Listed Below ~. *Additonal Options Lis ed Be ow ~.
B B B B B )
Ico of Ita scla Bag 0ce Eactdae
Amphetamine Intravenous Cigar Once per day

Anabol  stero ds Nasal cpeete (Once per month known iknowr
Barbiturates oal ette Twice per day Day, month and vea snkown
Bath sats (synthetc cathnones) ‘Smoking P cunes U5) Twice per mont
Listed Below ~ Listed Below ~ “Additonal Optons Listed Below ~ “Additonal Options Lis ed Be ow
ol [— — ores L
Amphetamine Invavenous Cigar Once per day ly unknown Day only unknown
/Anabol  stero ds Nasal Cigaretie Once per month own Day and month unkn
Barbiturates oal Cga ete Twice per day Day. month, and year unknown Day, month, and year unknown
etic cathinones) ‘Smoking Fluid ounce (US) per month
“Addit onal Opt ons Listed Below ~ "Addit onal Options Listed Below ~ "Addit onal Optons Listed Below ~ "Addit onal Options Lis ed Be ow ~
B < B < < 1 e
Intramuscular Bag Oonce Exactdae Exact date
Amphetamine Intravenous Cigar ‘Once per day Day only unknown Day only unknown
Nasal Cgarete. (Once per month Day and month unknown Day and month unknown
Barbiturates oal C Tuice per day . month, and year unknown ~ Day, month, and year unknown ~
Ban sats (st cainones) ‘Smoking P ounco (US) month
Listed Below ~ Listed Below ~ “Addit onal Opt ons Listed Below ~ *Addit onal Opions Lis ed Be ow ~

- - - - - Il e

Aconol Intramuscular 820 once Exactdae Exactdate
Amphstarine Iniravenous Cigar Once per day ay only unknown Day only unknown
‘Anabolc stero ds Nasal Gigarette Once per month ay and month unknown Day and month unknown
Barbirates oal Coa et Tuica por day Day. month, and year unknown + Day, month, and yaar unknown ~
Bath sats Asynlheln: mmmmes) Smoking Fluid ounce (1 Twice per month
d Bolow ~ Listed Bolow + Aot Optons Lisod ot = || |"Adeoml ptons s Boow
. . . . . [E)
Aconol Intramuscular 535 once Exa Exactdate
Amphotamina Intavenous Cigar Once per day Day only unknown Day only unknown
Anabol sterods Nasal Cigaretis Once per morth  and morth unknown Day and month unknown
Barbirates oal Coa etie Twice pr day ay. monih, and year unknown Day, month, and year unknown
Bath sats (synthetic catrinonss) Smoking Fiid ounce (US) + month
Listed Below ~ Listed Below + “Additonal Optons Listed Below = || *Adt onal Optons Lis ed Be.ow ~
- - - - - I e
ol ntramuscuar a3g once Exactdao Exactdato
Amphetarine Intavenous Gigar Once per day ay only unknown Day only unknown
‘Anabol stero ds Nasal Cigaretio Once per month Day and ot urknown Day and month unknown
Barbirates oal Coa cte Twice per day ay. monih, and year unknown + Day, month, and year urknown ~
Bath sats (synthetic catrinonos) Smoking Fiid ounce (US) Tuice por morih
Lsted Below ~ Listed Below + “Additonal Optons Listed Below ~ || *Additonal Options L ed Be.ow ~

5 5 5 . 5 5 I e

Aconol vamuscar 820 o Exactéac Exactcate
Amphstarine travenous Cigar Once per day ay only unknown Day only unknown
‘Anabol stero ds Nasal Cigaretie Once per monin Day and month unknown Day and month unknown
Barbitrates al Coa ctie Tuice per day ay. montt, and year unknoun +
Bath sats (synlhelm cathinones) Smklng Fluid ounce (US) (
isted Below + Listed Below + “Additonal Optons Listed Below ~ || |*Additonal Options Lis ed Beow +
. . . . . e
Aconol Intramuscular B30 Once Exactdae
Amphotamine Iniravenous Cigar Once per day 0ay oy uriooun.
Anabolc sterods Nasal Gguete Once per montn Day and month unknown unknou
Barbirates oal ate Twico pr day Day, month, and year unknown Day, ot and yoa unkown
Eam sats (synthetic cathinones) Smoking F\md ounce Twice per montf
Listed Below ~ Listed Bolow ~ hitontOptons Lsted oiow = || |'Ade ol Cptons s e Boow -
- - - - [E)
Aconol ntramuscular 839 once Exactdac Exactdate
Amphetamine Intravenous Cigar Once per day iy unknown Day only urknown
Anabol sterods Nasal Cigaretis Once per morth oun Day and month unkn
semits oal <Conete Twice per day Day. month, and year unknown Day. month, and year unknown
ynihstc catninones) smoking Flid ounce (US) per montn
*Addit nna\ Oplans Listed Below ~ "Addit onal Options Listed Below ~ "Addit onal Optons Listed Below ~ "Addit onal Options Lis ed Be ow ~

A'standard drink is defined as 1 120z boltle of beer, 1 glass 4oz non-fortifed wine, or 1 mixed o nk with 10z liguor.

Has tho subject aken any e preg ONo Dves D unknown
1f Yes, complte the Concomitant Medications form.

Comments: J
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Additional Selection Op ions for XPD

ype of substance 1
Benzodiazepines

Dextromethorphan (DXM)
Fentanyl and analogs
Flunitrazepam

G

Hash sh
Heroin

Hydrocodone Bitartrate Hydromorphone
inhalants

K2iSpice (synthetc marijuana)
Ketamine

LSD

Mar juana

MDMA

Meperidine

Mesca ine

Methadone
Methamphetamine
Methylphenidate

Morphine

Opium

Oxycodone HCL
Oxymorphone

PCP and analogs
Propoxyphene

Psi ocybin

Salvia divinorum

Sleep med catons

Subcutaneous

Substance unit 1

M ligram
Ounce

Pack
Standard drink

Substance frequency 1
Every 2 mon hs
1 time per week
2 times per week
3 times per week
times per week
5 times per week
6 times per week
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Advantage Advantage eClinical

@ - ($sitecode)

Adverse Event (ZAE)
Web Version 10 200;27Apr2(
Sogment A
AE Number

Adverse event: [

Start date: (ddMMMyyyy)
End date T ] taommomy)  Dongong

Associated w th dose number:

Severty:

Omid O Moderate [J Severe
fSevere, Duration

O< ghours = 8hours

Relationship 0 study treatment: O Notrelaed () Related

fNot Re ated, the eventis re ated o:
1 - Study procedure
2 Other medical condi ion or i Iness.
3- Other drug

Other
£Not Re ated, specify altemative et0 ogy: -

‘What act on was taken with the study treatment?

ING - Dose increased
NC - Dose ot changed

RED - Dose reduced

INT - Drug in errupted

WD - Drug w thdrawn

"Add tional Op ions L sted Below ~.

ONo U ves

Dathe study?

Outcome:

R - Recovered! esolved
RS - Recove edresolved wth sequelae
0~ Recoveringlresolving

NR - Not recoveredNol resolved
F - Fatal

s the event an Adverse Event of Special Interest (AESI)? CONo Dves
If Yes, ndicate category of AESI below
s the event a Med cally Attended Adverse Event (MAAE)?

Do Dves
s the event a New Onset Chronic Med cal Conditon (NOCMC)? Ono Dves
sthseventan Unant cipated Prob em ? ONo Dves
Serious Adverse Events

sthe adverse event serious? Ono Cves

fYes, date event became an SAE: (daMMMyyyy)
s birth defect? Ono Cves
D d the adverse event esult in persistent or s gnif cant disabi ty or incapac ty? Ono Dves
Dd the adverse event esult in death? ONo Dves
Dg esultin inital the subject? Ono Oves
s the adverse event i & treatening? Do Dves

adh serious crteria? ONo Dves  specity

Halting Criteria

(1) Check ths box i, in the opin on of the site inves igator, this event shou d be evalua ed for possible cont ibution toward th halting crte a for the group, cohort, or study.

Comments: J

FDA-CBER-2022-1614-3224816 37



Additional Selection Op ions for ZAE

AE Number (key field):

®~ oo

9

50

What action was taken with the study treatment?
NA - Not appl cab e

FDA-CBER-2022-1614-3224817 38
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Advantage Advantage eClinical & - (Ssitecode)

Laboratory Reference Ranges (ZLR)

Web Version 10 103; 01Jul2(
Paramoter

Effective Date Sex. Unts Reference Range Lower Limit | No Lower Limit | Reference Range Upper L mit | No Upper Lim t | Min Age inclusive (years) | Max Age inclusive (years)
E— " ] [ — 3 | e [— [—

img/dL.

o

mUmini1 73m2
“Additonal Opt ons Listed Below ~.

oL
maidL.

10°3/0L

i

mUmin/1 73m2
“Additonal Optons Listed Below ~.

mUmin1 73m2
“Additonal Optons Listed Below ~.

Limin/t 73m2
“Additonal Optons Listed Below ~.

mUmin/ 73m2
“Additonal Opt ons Listed Below ~.

mUmini1 73m2
“Additonal Opt ons Listed Below ~.

o ST e |3 = | [—

maidL.
10°3/0L
i

mUmin/1 73m2
“Additonal Optons Listed Below ~.

mUmini1 73m2
“Additonal Optons Listed Below ~.

mUmin 73m2

Limin 73m2
Aditonal Optons Listed Below =
o | E— —/ a — —
mg/dL.
e

e
mUmin 73m2

“Additonal Optons Listed Below ~.

mUmin1 73m2
“Additonal Opt ons Listed Below ~.

™ G [ e | C—3J [e | [—

maidL.
10°3/0L
i

mUmini1 73m2
“Additonal Optons Listed Below .

mUmini1 73m2
“Additonal Optons Listed Below ~.

mUmin1 73m2

Limin 73m2
Aditonal Optons Listed Below =
o | — —/ a — —
mg/dL.
e

n
mUmin 73m2

mUmini1 73m2
“Additonal Opt ons Listed Below ~

s 0| p— L E— a [ [E—

mgidL.
10°3/0L
i

mUmin/1 73m2
“Additonal Optons Listed Below ~.

mUmini1 73m2
“Additonal Optons Listed Below ~.

FDA-CBER-2022-1614-3224818 39



Additional Selection Op ions for ZLR

Parameter (key field):
Hemoglobin

Alanine Aminotransferase
Aspar ate Aminotransferase
Creatinine

eGFR

Blood Urea N trogen
Potassium

Magnesium

Total Bi rubin

White Blood Ce s

Platelets

Alkaline Phosphatase
Lipase

Prothrombin Time

Partial Thromboplastin Time
Hematocrit

Units 01

mmollL

1091

Ui

seconds

%
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Advantage Advantage eClinical 8 - (§sitecode)

Solicited Local Events (ZRL)
Web Version 10 1,01 27Apr2(

Period Number

Symptomype Day1 Day2 Day3 Day4 Days Days Day7 Days Ongo ng after Day 87 | Maximum Sever tyMeasurement Stop Date
aftor Day 8
Date: (aammyyyy) (damityyyy) (aamyyyy) (damuityyyy) (aammyyyy) (danmntyyyy) (aamtyyyy) (cammyyyy)

What side was assessed?

o Tre Oves o
Feere— O O [—
Indura o (Hardness) / Edema (Sweling) Ono Oves | )

E ythema Redness measu ement - § ze (mm)

fo0) ONo Dves
fo0) ONo Dves

(ddMMMyyyy)
(ddMMyyyy)

Indura ion (Hardness)  Edema (Sweling) meastrement - Size (mm)

Comments:
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Additional Selection Op ions for ZRL

Dose Number (key f eld):
1
2
3

9
10

Period Number (key field):
1

2
3

FDA-CBER-2022-1614-3224821 42



\

Period Number

Advantage Advantage eClinical

Solicited Systemic Events (ZRS)

@ - ($sitecode)

Web Version 10 1.01: 27Apr2(

Day1 Day2 Day3 Day4 Days Days Day7 Days Ongoing after Day 87 | Maximum Severity/Measurement Stop Date
aterDays
Date: (dMMMyyyy) (dammimtyyyy) (dammntyyyy) (dommimtyyyy) ] (wammmyyyy) | [ | (cammmyyyy) | ommmayyy) | | (damMyyyy)
Fahrenheit
Unt: [Cesius  ~
Temperature () F (o) F () F (o) F (o) F (o) F (o) F (o) F CNo Dves (o) F (ddMMMyyyy)
(xx) C (oxx) © (xxx) C (xxx) C (xxx) C (xxx) C (xxx) C (xxx) C CNo Dves (xx.x) C (ddMMMyyyy)
ok this buton f the subject
s B B B B B . B B Sre Oves [T
None None None None None None None None
Mid nid Mid wid Mid i Mid wid
Modera e Moderate Moderale Moderate Moderale Modera e Moderale Moderate
Severe Severe Severe Severe Severe Seve o Severe Severe.
Not Done + Not Done + Not Done + Not Done + Not Done + Not Done + Not Done + Not Done +
Fatigue ONo Oves [ ccammmy
None None None None None None Noe None
Ml wid Mid i Mid wid Mid wid
Modorao Moderate Moderato Moderate Moderato Modera o Moderate Moderate
Severe Severe evere Seve e Severe
Not Done ~ Not Dore + Not Done ~ Not Dore + Not Done ~ Not Dore + Not Done ~ Not Dore +
Myalgia CNo O ves (@
None. None. None. None. None. None. None. None. N Yes i )
M wid M wild Mid w1 Mid w1
Modera e Moderate Moderale Moderate Moderate Modera o Moderale Moderate
Severe vere Severe Severe Severe Seve o Severe Severe.
Not Done + Not Dore + Not Done + Not Dore + Not Done + Not Dore + Not Done + Not Dore +
Athraga ONo Oves (ayyyy)
None. None. None. None. None. None None. None N v
M nid i il wid i wid g
Modera e Moderate Moderate Moderate Moderale Modera e Moderate Moderate
Severe Severo Severe voro Severe ove o Severe Severo.
Not Done + Not Dore + Not Done + Not Dore + Not Done + Not Dore + Not Done + Not Done +
Headache Ono Oves JI—
None None None None None None None None
Mid nid Mid i Mid w1 Mid wid
Moderae Moderate Moderale Moderate Moderale Modera e Moderale Moderate
Severe Severe Severe vere Severe . Severe Severe.
Not Done + Not Done + Not Done + Not Done + Not Done + Not Done + Not Done + Not Done +
Nasen G © [—
None None None None SN Yes
Ml Mid wid wid
Moderao Moderato Modera o Moderate
Severe Severe Seve e evere
Not Done ~ Not Done ~ Not Done Not Done
Commens

FDA-CBER-2022-1614-3224822
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Additional Selection Op ions for ZRS

Dose Number (key f eld):
1
2
3

10
Period Number (key field):
1
2
3
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Sogment A
Dose Number
Period Number

Advantage Advantage eClinical

Grade 3 Systemic Reactions Within 7 Days After Administration

Systemic Events Attribution (ZSA)

1
2
3

5
"Additonal Options Listed Below

Systomic Reaction | Reaction Dat | Post Admistation Day | Severy | Atributed es WedicalHistory or Other

ENo Dves 4 -

2

5

s

“Addtonal Oplions Lised Below ~
Do Oves \ 5

2

5

s

“Adtonal Options Lised Bolow ~
Do Oves \ -

2

s

s

Adtona Oplions Lised Below *
ENo Dves 1 -

2

5

s

“Additons Oplions Lised Below ~
Tno Oves ) 5

2

5

s

“Addtonal Options Lised Below ~
Do Oves | -

2

5

s

Aditonal Options Listed Below ~
Do Oves \ 0

2

5

s

“Adtona Oplions Lised Below ©
ENo Dves 4 -

2

5

s

“Addtonal Oplions Lised Below ~
Do Oves \ 5

2

5

s

“Adttonal Options Lised Bolow ~
Do Oves \ -

2

s

s

“Adtons Oplions Lised Bolow ©
ENo Dves 1

2

5

s

“Adtons Oplions Lised Below ~
Tno Oves \ 3

2

5

s

“Addtonal Opions Lised Below ~
Do Oves | 5

2

s

s

“Adttonal Options Lised Bolow +
Do Oves \ 0
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Additional Selection Op ions for ZSA

Dose Number (key f eld):
1
2
3

5
6
7
8
9
10
Period Number (key field):
1

2
3

E or medical history 1

-4

1
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22
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9
50

Medical History
Other
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Advantage Advantage

Sogment A
Visit Number

Visit da e

eClinical

Baseline (prior to
Assessment of Systemic Symptoms

At aigiafointpain [

None
Mid

chils

Faigue

Headache

Myagia

Nausea

Record the treatment number as recorded on the study product, Do not record from the Enroliment Conf rmation page.

Treatment administat on sie
Time adminstered (2 -hour ¢ ock):
In'tials of individual who administe ed the treatment
Post Administration Assessment

Time of assessment (2 -hour ¢ ock):

Assessment of Systemic Reactions
Systemic Reaction Severity
Arth algiafjoint pain

chils

Fa igue (Tiredness)

Headache

Myagia (Body aches! Muscular pain)

Nausea

Assessment of Local Reactions
Pain

Indura ion (Hardness) Edema (Swelling)

Erythema (Redness)

Indura ion at nject on site measu ement (mm)

Erythema at injection si e measurement (mm)

Attributed to Alternate Etiology

Ono Dyes

Oves

OYes

Dves

Oves

Oves

(009 mm
) Not Done:
(009 mm

) Not Done

‘Specify Alternate Etiology

5
“Additonal Opt ons Listed Below

Treatment Administration Record (ZVR)

Medical History or Other

—

Oteftam O Rightam
(hh:mm)

—

T
2
3

5
“Additonal Opt ons Listed Below

]
2
3

s
*Additonal Optons Listed Below

i
2
3

5
*Additonal Opt ons Listed Below

T
2
3

5
*Additonal Opt ons Listed Below

]
2
3

s
*Additonal Optons Listed Below
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Additional Selection Op ions for ZVR

Arthralgia AE or MH
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